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NIH ETHICS CONCERNS: CONSULTING 
ARRANGEMENTS AND OUTSIDE AWARDS 


WEDNESDAY, MAY 12, 2004 

House of Representatives, 

Committee on Energy and Commerce, 
Subcommittee on Oversight and Investigations, 

Washington, DC. 

The subcommittee met, pursuant to notice, at 10 a.m., in room 
2322, Rayburn House Office Building, Hon. James C. Greenwood 
(chairman) presiding. 

Members present: Representatives Greenwood, Bilirakis, Walden, 
Ferguson, Barton (ex officio), Deutsch, DeGette, and Allen. 

Staff present: Mark Paoletta, majority counsel; Alan Slobodin, 
majority counsel; Ann Washington, majority counsel; Casey 
Hemard, majority counsel; Billy Harvard, legislative clerk; David 
Nelson, minority investigator; and Jessica McNiece, minority re- 
search assistant. 

Mr. Greenwood. Good morning, everyone. This hearing of the 
Oversight and Investigations Subcommittee will come to order. I 
apologize for being a few minutes late. The Chair recognizes him- 
self for an opening statement and, welcome to our guests. Thank 
you for being with us. 

For years in America and American political history there was 
quote “honest graft” described by William Safire as “money made 
a result of political power without doing anything illegal, no longer 
considered permissible.” 

Later as described by Safire the practice “honest graft” became 
known as the revolving door. Government officials when they retire 
take jobs with private industry. In an article appearing on Decem- 
ber 7, 2003 in the Los Angeles Times detailing the decade long 
practice of high level scientists at the National Institutes of Health 
receiving hundreds of thousands of dollars in fees to consult for pri- 
vate drug or biotechnology companies revealed yet a new form of 
honest graft, what I call the swivel chair. Now the government offi- 
cial does not have to retire, he can take outside consulting jobs 
with the drug industry as a scientific expert yet still have the privi- 
lege of being on the inside of the NIH, the crown jewel of the Amer- 
ican biomedical research enterprise. 

This swivel chair at NIH is still defended, to some extent, in the 
name of retention, recruitment and moral, to some extent as an en- 
titlement of the scientific class. The controversial nature of this 
swivel chair policy at NIH is perceived when one considers its anal- 
ogy in the context of Congress. I do not believe the American peo- 
ple would tolerate for one moment the notion that Members of Con- 
di 
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gress could be allowed outside income to consult for private entities 
doing business before the Congress. In fact, the Congress elimi- 
nated the practice of members receiving outside income such as 
cash gifts for speeches. It took the straightforward approach of 
raising our salaries and eliminating outside income that raised con- 
flict of interest issues. 

Today this subcommittee examines the issue of outside income 
for NIH scientists posing conflict of interest concerns such as con- 
sulting for drug companies or cash gift awards to NIH senior man- 
agers from grantee institutions receiving or seeking substantial 
funds from that official’s institute. As we pursue the facts over the 
nature and extent of these outside income practices one question 
is worth wondering: If this kind of reform was good enough for the 
Congress, why is it not good enough for the National Institutes of 
Health? 

As I have noted before as the chairman of the subcommittee, the 
scandal is often finding out what not what is illegal, but what is 
legal. Consider NIH’s policies on cash awards and outside con- 
sulting. Under current policies an NIH Institute director is per- 
mitted to accept a cash gift from a grantee or cooperative agree- 
ment holder with his institute provide it is presented as a “bona 
fide award” and meets the minimal criteria for such an award. If 
a grantee wants to reward or influence an NIH official, it can do 
so if the cash is called an award as long as there is adequate finan- 
cial backing for such endeavors. 

If a university seeking NIH funds wants to attract reward or in- 
fluence an NIH official whose salary is paid by taxpayers to give 
a speech by paying cash to that official for his speech, that is other- 
wise part of his taxpayer supported official duties. He can do so 
without running afoul of criminal felony statutes and noncriminal 
ethics regulations by calling the event a lecture award. 

For outside consulting by NIH scientists with drug or bio- 
technology companies under current policies established by then 
NIH Director Harold Varmus in 1995, there is no limit on the 
amount of compensation or the number of hours. On December 7, 
2003 the Los Angeles Times revealed that high level NIH sci- 
entists, including some institute and center directors, received hun- 
dreds of thousands of dollars in compensation for consulting with 
drug and biotechnology companies. The next day, this committee 
began its own detailed investigation of these outside consulting ar- 
rangements only to discover that high level NIH scientists making 
higher salaries than that of the Vice President of the United States 
were not even required to file public financial disclosure reports. 

Equally astonishing, this committee learned that prior to our in- 
vestigation NIH employees were not required to provide the 
amounts of compensation they were receiving through their drug 
company consulting, not required to provide it to the public. 

Even though the NIH has complied in providing a substantial 
amount of information in documents in response to the committee’s 
request, as a result of these nondisclosure policies and slow rolling 
by HHS lawyers, to this day we still lack complete information on 
the amounts of compensations received by individual NIH sci- 
entists in many consulting arrangements over the last 5 years. We 
have been told that NIH only has the authority to request NIH em- 
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ployees to voluntarily produce information on past consulting 
agreements, and many have reportedly not responded. 

If NIH scientists are too embarrassed to have these details pub- 
licly known, then that reluctance to divulge this information is a 
message in itself about the propriety of these arrangements. Thus, 
because of the HHS and NIH inability to respond, I am announcing 
today that the committee will be sending request letters to drug 
companies to get the amount data for individual NIH scientists 
consulting arrangements. 

The controversy over outside consulting with drug companies is 
further underscored when one considers what has happened in the 
last few years to make working at the NIH more attractive, excit- 
ing and important. Many scientific personnel at NIH have boosted 
their salaries well beyond the caps in the Federal Civil Service Sys- 
tem by converting themselves into consultant employees through 
the widespread use of what are called special compensation au- 
thorities under Title 42 of the Public Health Service Act. Not only 
can annual salaries be boosted by an extra $50,000 or $60,000, but 
under an arcane Office of Government Ethics legal ruling, highly 
paid Title 42 personnel are exempt from filing public financial dis- 
closure reports, although recently some have been required to be 
public filers. 

Through Federal technology transfer policies, NIH can now pay 
royalty income to NIH inventors for technologies they have discov- 
ered that have been commercialized. Congress has completed the 
doubling of NIH’s budget, vastly enlarging the universe of unique 
and intellectually enlivened research opportunities at NIH. 

Finally, in the post September 11th world, the NIH occupies a 
key leading role in assisting our bioterrorism defense efforts. But 
to proponents of outside consulting, notwithstanding all these de- 
velopments, moral at the NIH will be damaged if the freedom to 
be put on a drug company’s payroll is not preserved, even though 
we are told very few NIH employees engage in outside consulting. 

The committee begins its consideration of these NIH ethics con- 
cerns by receiving testimony about the report of the NIH Blue Rib- 
bon panel on conflict of interest policies released last week after 66 
days of work. This panel was appointed by the Director of the NIH 
shortly after the December 2003 Los Angeles Times Article and the 
beginning of the committee’s investigation on outside consulting. 
The co-chairs of the panel were Dr. Bruce Alberts and Normal Au- 
gustine, who will be testifying before us today. 

The Blue Ribbon panel assessed the current status of conflict of 
interest policies with particular attention to outside consulting and 
made recommendations for improving. The panel states its rec- 
ommended improvements are “needed to assure the continue de- 
served public confidence in the work of NIH.” 

We welcome our very distinguished witnesses from the NIH Blue 
Ribbon panel. And thank you for your public service and the quick 
response you delivered to the NIH Director. 

By definition and by your description the panel’s work was lim- 
ited by a relatively short timeframe and by limiting yourselves to 
not investigating specific allegations or reviewing individual cases 
under investigation. The panel’s work was a useful step, but it is 
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only the first step as the NIH, the Congress and the American pub- 
lic and interested stakeholders sort out the facts and the issues. 

In general, the panel recommended that high level employees at 
the NIH should not engage in consulting activities with pharma- 
ceutical or biotechnology companies, but that some NIH employees 
should be allowed to consult, but be limited to an amount equal to 
50 percent of the employee’s annual salary with no one source ac- 
counting for more than 25 percent of annual salary. 

The panel also called for relaxing restrictions on earnings from 
outside teaching, writing and speaking engagements. 

I look forward to discussing this report with the co-chairs, since 
I have many questions and I am troubled by some of aspects of the 
report. 

For example, the report maintains that very few NIH employees 
engage in consulting agreements with drug or biotechnology com- 
panies. It also found “an extremely complex set of rules governing 
conflicts of interest at NIH. These rules are widely misunderstood 
by some of the very people to whom they are intended to apply, 
thereby creating uncertainty as to allowable behavior and ad- 
versely affecting moral.” 

If so few NIH employees engage in outside consulting, why allow 
it in any form replacing one confusing set of rules with another? 
Why not a blanket prohibition on the swivel chair? 

While some of the rules may be confusing, it needs to be ac- 
knowledged that some rules are clear. The committee has investing 
NIH ethics concerns for over a year, along with several other NIH 
oversight activities. Unlike the Blue Ribbon panel, we have been 
looking case specific practices. It is clear from the cases we have 
reviewed that some NIH scientists are either very close to the line 
or have crossed the line. 

We are serious about upholding the highest ethical standards at 
the NIH, and NIH scientists should not even be close to the line. 
Yet this has been the persistent problem at NIH for years, not be- 
cause of confusion but because of a deliberate permissive attitude 
reflected in some NIH employee comments received by the Blue 
Ribbon panel. 

In a June 1987 letter to HHS David Martin, the Director of the 
Office of Government Ethics wrote of the ethics program at NIH 
“My greatest concern, however, relates to the area of outside activi- 
ties such that there occasionally appears to be a blurring of the dis- 
tinction between what should be properly authorized as official 
business and outside activities.” 

In a November 22, 1991 letter to HHS Secretary Lewis Sullivan 
the Director of the Office of Government Ethics Steve Potts wrote 
“I am concerned, however, about the persistent weakness in the 
NIH outside activity approval system as it relates to scientists and 
doctors and NIH.” 

And in December 22, 1991 letter to NIH Director Bernadine 
Healy Mr. Potts wrote “We believe also that the permissive atti- 
tude of NIH toward outside activities has led to certain activities 
being approved without adequate documentation to support such 
decisions. Less than 1 percent of over 4,000 requests for approval 
of outside activities were denied. Moreover,” he said, “approxi- 
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mately 40 percent of the 553 requests we received were approved 
after the activity had already taken place.” 

In it’s 1991 audit OGE reviewers wrote: “The permissive attitude 
at NIH toward outside activities and its fear that further restric- 
tions of outside activities may hinder recruitment and retention of 
scientific personnel has also played a major role in the problems 
and issues we identified.” 

One NIH official stated that if OGE is saying that NIH employ- 
ees who are on the cutting edge of biomedical research are like 
other Federal employees and should be denied the right to talk 
about their expertise even though the subject matter is related to 
agency responsibilities and programs, then NIH does not agree. 
The official contended that NIH is unique and should be exempt 
from this restriction. 

From its February 1992 report on employee conduct standards, 
the General Accounting Office found that NIH was one of five out 
of 11 agencies audited that because of overly permissive policies 
approved outside activities such as speaking and consulting that it 
appeared to be violated the standard of conduct prohibiting the use 
of public office for private gain. Keep in mind, these permissive 
practices took place under rules on outside consulting that are in 
some respects more restrictive than what the Blue Ribbon panel is 
recommending. In November 1995 NIH Director Howard Varmus 
loosened these consulting restrictions to “strengthen our ability to 
recruit.” 

The Blue Ribbon panel report seems to handle the conflict of in- 
terest issues gently and seems almost blithely to accept the reten- 
tion and recruitment arguments for maintaining some form of out- 
side consulting and compensated scientific activities by NIH sci- 
entists. But as I constantly hear on oversight issues from the NIH 
and the FDA, do not give me anecdotes, give me data. Are there 
facts or information that back up these arguments about NIH’s 
ability or inability to retain or recruit? What are the turnover rates 
of the Title 42 personnel? What have the turnover rates been over 
the year for NIH scientists? Was NIH less of a research institu- 
tions before the November 1995 lifting of consulting restrictions? 
What have been the benefits to society from the consulting? What 
new drugs were developed? 

Some questions are unanswerable, but are certainly with consid- 
ering. What new drugs were not developed because the NIH sci- 
entists were devoting more energy about the drug company re- 
search and not the NIH research? 

As Josephine Johnson of the Hastings Center noted in the March 
12, 2004 issue of Science “If a scientist’s desirably as a consultant 
stems from her NIH post, can be sure that the advice and time she 
sells to industry does not already belong to NIH? Nevertheless, 
given the sometimes six figure sums involved, concerns should per- 
sist about whether salaried individuals can give their primary job 
the effort and attention it deserves while also understanding con- 
siderable consulting work given similar consulting arrangements in 
many of the Nation’s public and private universities the real ques- 
tion of the moment is should we abandon the idea of impartial dis- 
interested science or should NIH be the last stronghold of this 
ideal?” 
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I am disappointed by the Blue Ribbon panel’s lack of substantive 
analyses of the issue of bona fide awards. While the panel acknowl- 
edges that scientists who receive these awards are frequently re- 
quired to prepare a lecture as an acceptance speech, it left unex- 
plained the conflict of interest issues arising from the fact that 
these speeches are required in order to get the cash by a private 
entity possibly with substantial interests before NIH and are offi- 
cial duty activities of NIH scientists. I believe this matter of what 
constitutes a bona fide award and the serious conflict of interest 
issues raised by receipt of cash awards from prohibited sources 
warranted further consideration and thought by the panel. 

In addition, if these awards are so important in raising the visi- 
bility of NIH scientists and recognizing the value of NIH research, 
why does NIH not collect and publish information listing these 
awards to promote itself and its importance? 

We are all eager to hear from the Director of NIH, Dr. Elias 
Zerhouni. Since the committee has been engaged on these issues 
over the last year, I have had the pleasure of working with him. 
I believe Dr. Zerhouni has been a man of good intentions through- 
out and I hold him in the highest esteem. He has been earnestly 
attempting to respond to the committee’s concerns and to help us 
to reach a conclusion of this investigation, if for no other reason 
than to lift the cloud of uncertainty felt by some NIH employees 
about this probe. When he has been adequately advised by the de- 
partment, he has taken decisive steps to address the problems, but 
more needs to be done. 

In my discussions with Dr. Zerhouni, I had hoped to complete 
our investigative work on NIH ethics concerns by the hearings to 
be held today and on May 18th. Unfortunately, the delays and ob- 
stinacy principally at the HHS Office of General Counsel in getting 
amount data on the individual consulting arrangements will extend 
this investigation beyond May 18th as we are now forced to pursue 
this data from the drug companies. As I have learned from experi- 
ence, the truth will ultimately come out. 

This hearing will be Dr. Zerhouni’s first public response to the 
Blue Ribbon panel report and recommendations. 

Dr. Zerhouni, I look forward to your testimony and working with 
you on mutual issues of concern, including the improvement of 
NIH’s ethics program worthy of a great scientific agency with tal- 
ented and valued employees. 

And I now recognize the ranking member, the gentleman from 
Florida, Mr. Deutsch for an opening statement. 

Mr. Deutsch. Thank you, Mr. Chairman. With unanimous con- 
sent put in Mr. Dingell’s statement and Mr. Waxman’s statement 
into the record. 

Mr. Greenwood. Without objection. 

[The prepared statements of Hon. Henry A. Waxman and Hon. 
John D. Dingell follow:] 

Prepared Statement of Hon. Henry A. Waxman, a Representative in Congress 
FROM the State of California 

Last December, the Los Angeles Times revealed that a handful of high-ranking 
NIH scientists had accepted hundreds of thousands of dollars in consulting fees 
from pharmaceutical companies. The story, and this subcommittee’s subsequent in- 
vestigation, caused NIH to reexamine many of its conflict of interest policies, and 
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rightfully so. NIH is respected around the world for its scientific leadership and the 
high quality of its research. Prohahly the world’s greatest hiomedical research estab- 
lishment, NIH’s reputation for scientific integrity and independence is unmatched. 
It is therefore particularly disturbing that NIH scientists should give even the ap- 
pearance of being influenced by the pharmaceutical industry in their decisions. 

I have no doubt that most NIH scientists are carrying out their jobs according 
to the highest ethical standards. But some of what this subcommittee’s investigation 
has exposed is very troubling. Dozens of NIH scientists have accepted very substan- 
tial sums of money from drug companies with few checks on whether those relation- 
ships posed conflicts of interest. All public servants must be sensitive to the reality 
and even the appearance of such conflicts, and an institution of NIH’s scientific 
standing must be especially vigilant. America and the world must feel confident that 
NIH’s research results are not biased by drug company influence. Because if we 
allow NIH’s credibility to be compromised, we have all lost. 

I commend Dr. Zerhouni for the steps he has taken to change the ethical rules 
that guide NIH. And I recognize that the “Blue Ribbon Panel” has made a good faith 
effort to minimize potential conflicts of interest. But more needs to be done. I am 
particularly concerned that some potential conflicts of interest will still go undis- 
closed. Full disclosure is essential for ensuring public confidence in the work of NIH. 

I’ve asked the GAO to analyze the work of the Blue Ribbon panel, and I hope that 
GAO will be able to provide a roadmap to enhance the Panel’s recommendations. 

Many argue that if we don’t allow NIH scientists to accept large payments from 
the drug industry, we will lose them to higher paying jobs in industry or academia. 
I am not ready to accept this conclusion. One heartening finding of the subcommit- 
tee’s investigation is that the vast majority of NIH scientists are willing to do their 
jobs without receiving supplemental income from drug companies. Of the thousands 
of scientists employed by NIH, only a small percentage were found to be receiving 
money from drug companies. Apparently, the rest of NIH’s scientists have found suf- 
ficient compensation in their government salaries and the opportunity to work at 
the world’s leading biomedical research facility. 

We are justifiably proud of NIH’s long tradition of scientific achievement. We’ve 
always been able to trust the science that comes out of NIH. This is a legacy we 
need to defend and protect. Americans need to know that when NIH reaches a con- 
clusion, that conclusion is based on hard evidence and the scientific method. We 
need to act now to impose appropriate conflict of interest standards so that America 
and the global scientific community can continue trusting in NIH. 


Prepahed Statement of Hon. John D. Dingell, a Representative in Congress 
FROM the State of Michigan 

Mr. Chairman, you are to be congratulated on this investigation into conflicts of 
interest at the National Institutes of Health (NIH). NIH is a national treasure, the 
flagship for scientific research into the causes and cures for diseases that have rav- 
aged mankind through the ages and others that have arisen with devastating effect 
in more recent times. It has been so successful in fulfilling its missions that Con- 
gress, on a bipartisan basis, has increased its budget four-fold over the past two dec- 
ades. Along with the increased funds have come increased tasks. 

In general, we have been very careful not to earmark funds for research into spe- 
cific diseases, trusting the NIH scientists to pursue the most promising research as 
they see fit. We have also passed legislation to permit private/public partnerships 
in the hopes of making promising cures available to the American people in an expe- 
ditious manner. This makes sense. 

Unfortunately, certain scientists have been trusted to determine when their per- 
sonal financial involvement with drug and biotech companies poses a conflict of in- 
terest with their responsibilities to the public. And those scientists have not been 
subject to rigorous review or full disclosure. Now we see that at least three Adminis- 
trations have not only tolerated, but encouraged, the acceptance of monies, in some 
cases extraordinarily large sums, by NIH scientists from private companies with 
substantial interests in the decisions at NIH. The secret purchase of information 
and influence must stop. 

Mr. Chairman, another activity that must stop is the lack of cooperation with this 
important inquiry. I agree with you that this investigation has been slow-rolled and 
stonewalled from its onset a year ago. We have yet to receive all the requested docu- 
ments and interviews. It is my understanding that the Department of Health and 
Human Services has refused to supply at least one witness you requested for the 
hearing next week. 
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Moreover, the Department has broken with past practice in order to monitor, if 
not hinder, the inquiry. As you are aware, this Subcommittee has had a long- 
standing agreement with the Department that it could provide personal counsel to 
individual employees during staff interviews on particularly sensitive investigations, 
provided that no information from those interviews would be revealed outside the 
interview room. That agreement spans three Administrations and control of the 
Committee by both parties. Two weeks ago we discovered that the attorneys accom- 
panying all department employees to these interviews were reporting back the con- 
tents of those interviews, and had informed the employees that they were in the 
interviews not to represent the individuals but for the purpose of reporting the con- 
tent of the interviews back to the Department. This came as a surprise to both ma- 
jority and minority staff and undermines the credibility of our work. I offer you the 
full support of the minority in whatever steps, including formal process, you may 
take to acquire the necessary cooperation from the Department. 

This investigation is important — both to protect the integrity of the scientific work 
at NIH, and to protect the credibility of the work of this Subcommittee. Mr. Chair- 
man, you have my thanks and my support as we continue the bipartisan work on 
this matter. 

Mr. Deutsch. Thank you. 

Thank you, Mr. Chairman, for holding this very important hear- 
ing into conflicts of interest at the National Institutes of Health. 
NIH is truly a critical agency that enjoyed bipartisan support for 
its work fighting diseases and cripple and kill millions of Ameri- 
cans. Yet it appears that the leadership of NIH may have fallen 
victim to a disease itself, and that is creed. 

It is important to differentiate between the current and former 
leadership of NIH that have encouraged the option of corruption, 
the HHS lawyers that have facilitated the payoffs from drug and 
biotech companies and the thousands of the dedicated scientists 
that do such brilliant work solely for the benefit of their employers, 
the American people. 

While the full extent of the corruption is unknown largely be- 
cause of the stonewalling of the Department of HHS, there appears 
to be only 114 employees out of 17,526 that currently admit to pro- 
viding consulting services to drug and biotech companies. 

Today we hear from a so called Blue Ribbon panel appointed by 
the Director of NIH Dr. Elias Zerhouni, as well as Dr. Zerhouni 
himself. 

The panel represented by its co-chair today, made 18 rec- 
ommendations to reform the ethics program at NIH. They issued 
these recommendations in a 68 page report released last week. 

To say that the report constitutes nothing more than an apology 
for the status quo does it a disservice. It is a report from a panel 
that blatantly refused to consider the most important facts. The 
panel apparently felt compelled to base its recommendation on 
their misplaced need to excuse the inexcusable. 

I cite the executive summary, and I am quoting, “The panel did 
not investigate specific allegations or review individual cases.” Nor, 
apparently, did it do much else except hear testimony from 32 wit- 
nesses over 4 days of public hearing, some 28 of which had a direct 
financial interest in maintaining the status quo. Three others are 
lawyers that developed or defended the rules that perpetuated the 
corruption. And finally, the former head of NIH that removed vir- 
tually all obstacles to acceptance of gratuities at NIH. 

It would appear that the panel had at least some substantial 
amount of help in drafting this report from HHS General Counsel. 
Mr. Chairman, that office has facilitated destruction of much of the 
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legal basis for ethical standards in NIH and it has been largely re- 
sponsible for the attempt to cover up the extent of the corruption 
at NIH from this subcommittee. Nonetheless, the panel members 
are responsible for this public report, and Dr. Zerhouni is the offi- 
cial who will be responsible for cleaning up the corrupt practices 
at the agency. 

Again citing from the report section 5 recommendations page 60, 
“The panel believes that with careful oversight and monitoring the 
potential conflicts of interests can be effectively avoided.” This is 
clearly not the case. 

I am anxious to hear from the panel representative just how NIH 
is supposed to effectively monitor and oversee the for profit activi- 
ties of its thousands of employees. I suggest that the report really 
proposes is the existing quality control system that might accu- 
rately be described as a system of careful twisting of the rules and 
an overlooking of the consequences. 

I submit for the record a summary of what the panel should have 
had but did not consider, specifically: A spreadsheet prepared by 
NIH of the employees with current consulting contracts with drug 
and biotech companies; a series of PowerPoint slides prepared by 
the subcommittee staff off the information contained in that 
spreadsheet, and; a series of articles by David Williams from the 
L.A. Times that explores some of the stories in detail. 

Dr. Zerhouni, I have two recommendations for you. If you are in- 
deed serious about restoring the pristine reputation of NIH re- 
search, suspend every ethics official in the NIH that has approved 
a consulting agreement between a drug or biotech company and an 
NIH employee until real investigations, perhaps from the Office of 
Inspector General, confirmed that they made a vigorous effort to 
determine the extent of any potential conflict. Staff review of the 
documents in our possession today suggests that these ethics offi- 
cer, by in large, saw their role as facilitating the consulting ar- 
rangements rather than protecting the government from conflicts of 
potential conflict. The NIH’s own spreadsheet suggests that their 
facilitation was a success. 

Finally, I would urge you in the strongest possible terms to end 
the practice today of NIH researchers taking anything of value 
from a drug a biotech company. The conflict is not defendable short 
of NIH having supervised each review and every task undertaken, 
every work product produced, every piece or advice provided the 
drug company and comparing them against current and former 
tasks that need to be taken by the Federal Government. Even then 
it is hard to imagine how the American taxpayer could possibly be 
assured that the employee on the payroll of a drug or biotech com- 
pany is always acting in their best interest. 

Mr. Chairman, again, I want to thank you for holding this hear- 
ing. I look forward to the witnesses. 

I yield back any remainder of time. 

Mr. Greenwood. The Chair thanks the gentleman and notes the 
presence of the chairman of the full committee, Mr. Barton. And 
we are pleased to have him here, and he recognized for his opening 
statement. 

Chairman Barton. Thank you, Mr. Chairman. 

I want to commend you for holding this hearing. 
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I am going to ask unanimous consent that my formal statement 
be put into the record. 

Mr. Greenwood. Without objection it will. 

Chairman Barton. I am just going to speak extemporaneously. 

The NIH is an important asset to our Nation. As such, we dou- 
bled its budget over the last 5 years to I think a little over $28 bil- 
lion. There is not a member of this subcommittee or the full com- 
mittee, or I would even possibly like the House and the Senate, 
that does not want the NIH to be absolutely totally successful. 

I have the privilege to have a private meeting with Mr. Zerhouni, 
and everything that I know about you personally and the informa- 
tion that we exchanged indicates to me that you really want to do 
nothing but enhance the reputation of the agency that you head. 

Having said that, NIH has not been reauthorized in over 10 
years. There are some very controversial issues that your agency 
deals with, and the Congress has been reluctant to wade into the 
fray and engage in the policy debates that need to be debated if we 
are going to reauthorize the Institute. 

It is my intention in this Congress to reauthorize the NIH, and 
I have been working on a bipartisan basis with Ranking Member 
Dingell, and I think we are going to be able to do that. We want 
NIH to succeed. But we are also concerned that as our staffs have 
worked on the policy side and as the oversight investigation staffs 
have worked together on this side, the administrative side, we have 
found NIH to be less than cooperative, and that’s going to change. 

Now, you can go back to your agency and you can tell your direc- 
tors and all that the administrative officials that they can cooper- 
ate, you know, cooperatively or we will make them cooperate coer- 
cively, you know. We are going to get the information that this 
staff has asked for and we are going to share it on a bipartisan 
basis, and then we are going to see what recommendations, if any, 
need to be made. 

I am very concerned about the fact that there are large hono- 
rariums and consulting fees being paid without any internal or ex- 
ternal requirements for disclosure. There was a time in the Con- 
gress where a Member of Congress could accept an honorarium, I 
think we were capped at $2,000 per speech and I think $30,000 or 
$35,000 per year. And those all had to be reported. They could be 
used for personal use, but they had to be reported and they had 
to be capped. 

Apparently within your agency there are little, if any, controls on 
that and at least anecdotally there are stories of at least one indi- 
vidual getting a half million dollars. I do not know if that is true 
or not. But if that is true, at a minimum it needs to be reported 
and disclosed, and it might need to be banned. 

Now the Blue Ribbon panel that Dr. Augustine chaired, I believe, 
held seven hearings over a 2 or 3 month period and made some rec- 
ommendations that apparently have not been agreed with. Now, 
that could be wrong and you may bring that out in testimony. But 
we have to have transparency. We have to have accountability. And 
we simply must have the faith of the American people that the re- 
search grants that are given at NIH are given because of the merit, 
not because somebody got a big honorarium or speaking fee. 
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So, this is not a hearing that is being convened for a witch hunt. 
Again, we want the NIH to succeed, but we do want to put into 
place the proper checks and balances to make sure that the full 
faith and trust of the American people can be placed in the agency. 

With that, Mr. Chairman, I would yield back. 

[The prepared statement of Hon. Joe Barton follows:] 

Prepared Statement of Hon. Joe Barton, Chairman, Committee on Energy 

AND Commerce 

Thank you, Chairman Greenwood for holding this important hearing. The ethics 
concerns and the lack of public accountability associated with much of the outside 
consulting fees and cash awards received by NIH scientists is yet another reason 
the NIH needs to be reauthorized by this Committee. 

It has been over a decade since the NIH has been reauthorized. Since that time, 
the restrictions on outside consulting have been lifted entirely. Rules on public dis- 
closure have been weakened to the point that the Los Angeles Times reported that 
94% of NIH’s highest paid employees were not required to publicly disclose their 
consulting incomes. These highly paid employees included some scientists who were 
paid more than the Vice President of the United States. At the same time restric- 
tions were lifted and public disclosure was minimized, the NIH did not even require 
the employees to tell the agency the amounts proposed or actually received in order 
to get the outside consulting approved. 

I am well acquainted from my years as Chairman of this Subcommittee with the 
attitude often found at the NIH: the rules don’t apply to us. Now I sense we are 
hearing a variation on this theme: If the rules do apply to us, they shouldn’t. Such 
permissive attitudes and practices can no longer be tolerated. One can only wonder: 
if NIH can be so permissive about the most basic ethical rules in the Federal gov- 
ernment, what does this say about NIH’s ability to manage taxpayer dollars and, 
most importantly, ensure that taxpayer-supported research gets translated into 
cures? 

The NIH is the premier medical research institution with nearly a $28 billion ap- 
propriation. There must be greater transparency of NIH activities to hold this agen- 
cy accountable for the teixpayer investments made. It is an enormous agency requir- 
ing much constructive oversight and the strong support of this Committee. 

Continued public confidence in the work of the NIH must be assured, especially 
at a time when public-private partnerships should be strengthened. Technology 
transfer activities of the NIH have helped speed research from the bench to the bed- 
side. These efforts have been successful without the need to place NIH scientists on 
industry payrolls. 

The productive collaborations in clinical research of the Federal government, aca- 
demia, and industry have recognized the distinct roles that each of these entities 
is best suited for. These roles should not be blurred. 

Chairman Greenwood is to be congratulated for his leadership. In this hearing 
and others to come, I expect this Subcommittee to reveal the full nature of the prob- 
lem of the NIH ethics program. This effort should be considered part of the broader 
work of this Committee to modernize and improve the authority of the NIH. 

I especially want to welcome Dr. Elias Zerhouni, the Director of the NIH, and I 
thank all the witnesses for appearing before the Subcommittee. I look forward to 
your testimony. 

Mr. Greenwood. The Chairman thanks the gentleman and rec- 
ognizes for an opening statement the gentle woman from Colorado, 
Ms. DeGette. 

Ms. DeGette. Thank you, Mr. Chairman. 

And in the interest of time, I would ask unanimous consent to 
put my entire opening statement in the record. 

Mr. Greenwood. Without objection it will be put in the record. 

Ms. DeGette. I just would like to mention one thing that really 
struck me when I was reading the background materials for today’s 
hearing and also a number of the newspaper articles and other ma- 
terials about this issue. The Chairman and I had been working for 
some time on legislation around human subject protection, as you 
know. Dr. Zerhouni. And what struck me was in previous years 
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some of the NIH researchers who were on the NIH payroll also had 
financial interests in drugs that were being provided to people who 
were in these studies. And this was not disclosed to the individuals 
in those studies and, in fact, a couple of people died as a result of 
some of the drugs they were given in the studies. 

The reason I bring this up is because I have always assumed, 
and I think Mr. Greenwood has too, that when we are talking 
about human subject protection and our legislation, we are sort of 
talking about some of these renegade researchers. And what struck 
me was these are NIH researchers. These are researchers, the very 
top tier researchers in our Nation, and yet they were conducting 
human subject research without full disclosure to the patients. 

I understand since those studies, which were in recent years, the 
NIH has subsequently instituted a rule that prohibits such con- 
flicts. But that has only been in recent years. And it just strikes 
me, Mr. Chairman, that a little part of us, a little footnote to this 
whole investigation is the issue of human subject protection be- 
cause if this can happen at our flagship institution in this country, 
think about what is going on everyplace else. 

And with that, Mr. Chairman, I will yield back the balance of my 
time. 

[The prepared statement of Hon. Diana DeCette follows:] 

Prepared Statement of Hon. Diana DeGette, a Representative in Congress 
FROM THE State of Colorado 

I want to thank the Chairman for holding this hearing today. Conflicts of interest 
issues are so important, particularly in the realm of health and science because of 
the vast research potential that can help mankind and the direct impact on individ- 
uals. I am very glad to be here today to try to get at the bottom of what I think 
is a real scandal. 

This issue is of particular interest to me and in fact I have legislation, that I have 
worked on in cooperation with our esteemed Chairman, that aims to put key protec- 
tions in place for human research subjects. In working on this bill, one of the things 
that has become clear is that addressing conflicts of interest issues are crucial; not 
only is it important to inform patients whenever conflicts of interest exist that could 
directly affect them, but we need to work towards eliminating such conflicts espe- 
cially in clinical trials. 

I commend Dr. Zerhouni for recognizing that problems exist at the NIH and for 
convening the Blue Ribbon Panel (BRP) to look into the situation. I think this was 
an important first step. However, I will be honest and let you know right from the 
start that I think very serious shortcomings exist within this report and it doesn’t 
give me much confidence that the changes I think need to happen will be made. 

Just this morning there was a Los Angeles Times article alleging that although 
the Blue Ribbon Panel found permissive practices at the NIH, they were not de- 
tailed in its final report. I don’t understand why the BRP did not consider it impor- 
tant to, at the very least, outline a few examples of the problem. I will be very inter- 
ested in our witness’s explanations as to why they made this choice and how they 
think they can solve a problem, if the depths of the problem are not illuminated. 

This is just one of the reasons that I believe the proposed changes in the BRP 
report are seriously flawed. Let me cut to the chase about why else the rec- 
ommendations aren’t going to help. Mr. Chairman, unless there is a blanket restric- 
tion on outside compensation serious conflicts of interests will continue to exist. 

For example, currently honoraria, as such, is not allowed. This ban is essentially 
meaningless because NIH employees are allowed to receive thousands of dollars in 
consulting fees, awards that come with significant monetary prizes, etc. So if the 
BRP recommendations are followed and certain restrictions on consulting fees are 
instituted for certain employees, but there is no change to regulations regarding re- 
ceipt of bona fide cash awards, then surely we will see a shift to more and larger 
cash awards being given to NIH employees from outside companies. The money in- 
flux won’t change; it will just shift around so that it fits the new rules. 

One of the things that struck me in reading the report is the notion that many 
employees, including senior level scientists are increasingly demoralized by the scru- 
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tiny and criticism the NIH has received recently in regards to this issue. This is 
really too bad because these staff members are simply doing what the rules allow 
them to do. However, I think that there is an implication in the report that some- 
how it is the media and Congressional condemnation that is the problem, rather 
than the issue itself. It is not the fault of the scientists that they are under a “cloud 
of suspicion” as it is characterized in the report, it is the unethical system that has 
created this situation. 

The good news is there is a very easy solution. Clean up the system entirely and 
the “cloud” and all the investigations and news stories all disappear. It seems crys- 
tal clear to me. Remove big money from the equation entirely and the integrity of 
that great institution that is the National Institute of Health is restored. 

Mr. Chairman as you may be aware two Members of this Committee, Mr. Brown 
and Mr. Waxman wrote ten drug companies in March asking about payments to 
NIH employees. Only two provided responsive answers. Sobering Plough and Abbott 
Labs. 

I ask that both responses be added to the record because they contain several in- 
stances of payments that are apparently current but that NIH did not include on 
its spreadsheets. This may be because the employees did not report the income as 
required or it may be because the information collection apparatus at NIH failed 
to include those consulting payments in response to your request. 

In either case it is disturbing that an Agency that makes the sanctity of data col- 
lection an article of faith seems does not seem to be up to suppl3dng data requested 
to Congress. Apparently, this Committee should seek information directly from 
firms in the pharmaceutical and biotech industries since the government agency 
cannot provide a complete record. 

Thank you again for holding this hearing and I look forward to hearing the testi- 
mony of our witnesses. 

Mr. Greenwood. The Chair thanks the gentlelady, and recog- 
nizes the gentleman from Oregon, Mr. Walden, for an opening 
statement. 

Mr. Walden. Thank you very much, Mr. Chairman. 

I have a prepared statement I would like to insert in the record. 

And I just want to say, like my other colleagues, I think we are 
all very supportive of the NIH and the great work that is done by 
your extraordinary scientists to bring us cures to disease and ill- 
ness and new research for drugs and other techniques to improve 
the lives of Americans. And just as NIH is on the cutting edge of 
research, I think what we are saying is you need to be on the cut- 
ting edge of ethics, too. And the problems that have come up are 
serious and they are ones that need to be addressed. And I know 
that you have inherited these as you have come on board only re- 
cently, and a lot of changes occurred upwards of 10 years ago. But 
they are now out there and we are going to look at them closely, 
and we should. Because the research needs to be above question 
both at NIH and every other institution in America, as well as in 
journals where they publish medical research, too. We need to 
know that the information being provided, the research that is 
being done is above question when it comes to the ethics. And I 
know you agree on that. So look forward to working with you on 
this. 

Thank you, Mr. Chairman. 

[The prepared statement of Hon. Greg Walden follows:] 

Prepared Statement of Hon. Greg Walden, a Representative in Congress 
FROM THE State of Oregon 

Chairman Greenwood, thank you for holding this hearing. 

I am an enthusiastic advocate for the National Institutes of Health. NIH research 
yields miraculous breakthroughs that save lives and dramatically improve the qual- 
ity of life for those with once-untreatable diseases and medical conditions. 
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I am proud that Congress kept its commitment to doubling the NIH budget. I sup- 
ported this ambitious endeavor every step of the way. 

One thing that we have been abruptly reminded of by recent news accounts is 
that the questionable actions of a few can tarnish the good, honest work being done 
by others. Additionally, even the appearance of impropriety and conflict-of-interest 
can have a devastating affect. Congress and the American taxpayer have invested 
in NIH, and in a way, we place our hopes and wishes in the hands of NIH research- 
ers. These hopes for a cure and wishes for loved ones to recover from illnesses are 
more valuable than any cash award or stock option that NIH researchers and staff 
might receive from extramural consulting agreements. 

I applaud NIH Director Zerhouni’s initiative in forming a Blue Ribbon Panel on 
Conflict of Interest Policies. Now that the Blue Ribbon Panel’s report has been re- 
leased the hard work begins. Do the Panel’s recommendations go far enough? Will 
the recommendations truly avert conflicts of interest — both real and perceived? If 
the answers to these questions are not “yes,” then work remains to be done. The 
report’s recommendations are a good start. I am interested to hear how these rec- 
ommendations will be put into practice. Finally, I challenge NIH to press forward 
and continue to find ways to strengthen these policies, so that the hard-earned and 
well-deserved image of NIH is not tarnished. 

Mr. Greenwood. The Chair thanks the gentleman, and recog- 
nizes the chairman of the Health Subcommittee, the gentleman 
from Florida, Mr. Bilirakis for an opening statement. 

Mr. Bilirakis. Thank you. And thank you very much, Mr. Chair- 
man. And, again, my gratitude, too, for you holding this hearing 
and for all the investigations you all have conducted. 

Drs. Zerhouni, Alberts and Augustine, we thank you of course for 
taking time to be here and for all the work you have done leading 
up to this hearing. 

I had not intended to make an opening statement. I had intended 
to come in here and just sort of listen to you all before jumping to 
any conclusions. And I would like to think that I have not jumped 
to any conclusions. 

We hold these hearings to learn, and we certainly should not be 
prejudging before we listen to you and have an opportunity to ask 
you questions. But I would say that you have got to know that we 
are besieged by our constituents and by disease, many many dis- 
ease-specific groups. 

I have chaired the Health Subcommittee for quite a few years. 
I do not think I knew that there were so many diseases out there. 
It is just amazing. I sometimes feel, I do not know, like maybe an 
undertaker or whatever it is and particularly so when the constitu- 
ents will come in or, as I said before, representatives of disease- 
specific groups with a child who is ill with a certain disease. And 
so many comes in, ALS, and whatnot. And what do they ask for? 
They beg for an increase in research funding at the NIH. 

And I have to tell that we formulated a sort of a policy here 
sometime ago, going back to when the other party was in charge, 
where you know we did not think that this ivory tower of the Con- 
gress should make decisions on how much money should go to re- 
search for a specific disease. We do not know. We figured, you 
know, they might be on the cusp of a real breakthrough in a par- 
ticular disease and we are we to basically say. And Dr. Zerhouni 
have discussed this. And who are to basically say that you have got 
to shift dollars from this to this, or whatever the case may be. 

And yet these same people that are already heartbroken after 
they have sat down and talked to me and other people on this com- 
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mittee and in this Congress, and they pick up the newspaper and 
they read some of these things that are taking place. 

Now, you know, is it truly a conflict of interest in terms of does 
it play a part in the decisionmaking in terms of where the dollars 
go for research, which specific disease and which specific research? 
I do not know. But I am here to tell you, and I know you are intel- 
ligent enough to realize this, that perception and image is really 
sometimes a hell of a lot more significant than fact. So how much 
these families feel when they pick up these newspaper articles and 
read about this stuff and whatnot. 

So this is critical. And as Chairman Barton said, you know, we 
double funded. We made a promise back in the mid-’90’s, and I 
guess there are quite a few promises that we do not fulfill; I think 
we intend to but we do not. But that is one that fulfilled. And yet 
I just do not think that the people at NIH are doing their share 
in terms of fulfilling promises to the sick people of our country re- 
garding their disease and whatnot. 

I have often been very concerned and curious, and curious under- 
lined, as to how NIH allocates the funding and whatnot and what 
criteria they use. And I am not sure that we have ever really got- 
ten a handle on specifically how what criteria you use. But some 
of these things that are taking place, the consulting fees and the 
speaking fees and whatnot, playing a part in all that, well whether 
they are or not, I don’t know. But it sure as heck is a perception 
out there, reasonably so, that that is taking place. 

So I hope that you do a good job here this morning trying to ex- 
plain to us, maybe answer all of these concerns that we have. But 
not only for ourselves, but also for the sick people out there in 
America who depend on you so very much. Thank you. 

Thank you, Mr. Chairman. 

Mr. Greenwood. The Chair thanks the gentleman for his in- 
sights. 

Prior to introducing our panel, the Chair would ask unanimous 
consent that this binder be incorporated into the record. It includes 
several pieces of correspondence from the Department of Health 
and Human Services, a series of articles from the Los Angeles 
Times and the Blue Ribbon report is incorporated in here, as are 
spreadsheets supplied to this subcommittee from the NIH con- 
cerning outside consulting agreements. And without objection, that 
will be incorporated into the record. 

[The information referred to appears at the end of the hearing.] 

Mr. Greenwood. And now I have the privilege to introduce our 
panel. Thank you for your patience and listening to our opening 
statements. 

And the first of our witnesses is the Honorable Elias Zerhouni. 
Dr. Zerhouni is the Director of National Institutes of Health. And 
let me say again and for the record, I think you are the best thing 
that ever happened to the NIH. I think the skills that you have 
brought toward reorganizing the NIH, to making its mission clear, 
the administration of the NIH, your vision are exemplary and I 
think your commitment to ethics is second to none. 

And I regret that — I know that you would have liked to have 
been spending a lot more time working on the mission of NIH than 
responding to our requests, and I am sorry for that. We have im- 
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portant work to do. We are going to get it done. And I am very op- 
timistic when this process is over, we all will be better off for it 
and so will the NIH, and so will all of the patients, that Mr. Bili- 
rakis has just referred to. 

We also have with us Dr. Bruce Alberts who is President of the 
National Academy of Science. And we welcome you. We thank you 
for your service in heading up this Blue Ribbon Commission. 

And we also have Dr. Normal Augustine, Ph.D, Co-Chair of the 
Blue Ribbon Panel on Conflict of Interest Policies for the NIH. 

Welcome to all of you. 

It is the practice of this committee to take its testimony under 
oath, and so I need to ask if any of you have any objections to giv- 
ing your testimony under oath? I see no objections. 

I need to advise you that pursuant to the Rules of the House, you 
are entitled to be represented by counsel. Any of you request to be 
represented by counsel? I would think not. Okay. 

In that instance would you rise and raise your right hands, 
please. 

[Witnesses sworn.] 

Mr. Greenwood. Okay. You are under oath. 

And Dr. Zerhouni, the floor is yours for your opening statement. 

TESTIMONY OF HON. ELIAS A. ZERHOUNI, DIRECTOR, NA- 
TIONAL INSTITUTES OF HEALTH; BRUCE ALBERTS, PRESI- 
DENT, NATIONAL ACADEMY OF SCIENCE; AND NORMAN AU- 
GUSTINE, CO-CHAIR, BLUE RIBBON PANEL ON CONFLICT OF 

INTEREST POLICIES 

Mr. Zerhouni. Thank you very much, Mr. Chairman and mem- 
bers of the subcommittee, ranking member. 

I am pleased to have this opportunity to be here and testify 
about our agency’s ethics program. And before I do, I would like to 
really tell you that my intent and the intent of the agency is to 
work in parallel with you and your concerns and address them 
fully. I do not think the American people can afford to have an 
agency like NIH with any taint, shadow, or cloud over its head. So 
you have my commitment, and I think you have the commitment 
of all of NIH to do it as quickly, as effectively as we can within the 
constraints that you well know are always around a complex agen- 
cy like the NIH. 

So having said that, I believe that NIH has had great success in 
improving public health thanks to the resources you mentioned 
provided by the Congress and the President and the talent of our 
scientists. But without the trust of the American public, there is 
no progress that will be possible, and we need to address that. 

This trust must be sustained. This committee, the subcommittee 
has raised questions about the NIH ethics process. Your questions 
must be answered because our public health mission is too impor- 
tant to have it undermined by any real or perceived conflicts of in- 
terests. 

I want to personally thank you, Mr. Chairman and members of 
the subcommittee, for helping me in identifying what you perceive 
as weaknesses in NIH’s ethics policies and systems. The Chairman 
has supported our efforts to review and reform ethics rules and 
procedures of the agency. Mr. Chairman, I also appreciate very 
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much your leadership, your fairness and the constructive guidance 
that you have provided me and NIH throughout this process. We 
are looking forward to continuing to work with the subcommittee 
in a process that I agree cannot be finite because this situation 
evolves, in that the relationship of science, industry, development 
of new treatments, and new cures is one that is constantly chang- 
ing and we need to be able to be adaptive to that reality. 

First, let me tell you how we internally within the authority of 
the agency, started to address these issues before the media re- 
ports. In July of 2003 as we started looking because of your inquiry 
into awards. We then immediately realized, I realized and I made 
the observation that the consistency of our rules across the complex 
agency were not what they should be. And when I learned of that 
and evaluated that, we immediately moved to develop a trans-NIH 
ethics advisory committee that would report directly to me in my 
own office to review the activities of all high level officials and of 
all relationships related to industry, biotech, or any relationship 
that could be construed as influencing a granting decision or a re- 
source allocation decision. That was step one. 

Let me give you an example. Because of this panel, we were able 
then to instruct that all existing consulting relationships with 
pharmaceutical or biotech firms be stopped and resubmitted to this 
trans-NIH ethics advisory committee to address this issue of blur 
that some of you have mentioned and resubmit it to the advisory 
committee for review and reapproval before they could proceed. 

Working through the Department of Health and Human Serv- 
ices, we looked at the issue of disclosure. Chairman Barton raised 
the issue of a $500,000 award, I am not clear about what that is. 
I suspect this is a prize that was given to one of our directors, and 
I believe that was disclosed publicly. But when you looked at the 
disclosure levels, you realized that because of Office of Government 
Ethics rules related to the payment mechanism that we used, that 
through this mechanism you could have internal disclosure — and 
let me make sure everybody understands. 

We always have internal disclosure of these activities as they oc- 
curred. But external disclosure would not occur. 

So we immediately asked the HHS and the Office of Government 
Ethics to close this inadvertent loophole in ethics regulation that 
does not require public disclosure of financial statements of some 
of NIH’s most senior and highest salaried personnel. OGE ap- 
proved our request and extended a number of public filers at NIH. 
As a result, all senior scientific personnel within the jurisdiction of 
the NIH Director are now required to file. That includes directors 
of institutes and all their deputies and anyone in charge of a grant- 
ing program. 

This week we submitted a second request to the Office of Govern- 
ment Ethics. Following the Blue Ribbon panel reports, I felt that 
it was time to move and extend because we heard the recommenda- 
tion. We are now asking that all policymakers and those who mar- 
shal any resource in the public interest be required to file public 
financial disclosure reports. Our request to the Office of Govern- 
ment Ethics relates to 500 new additional positions that we would 
like to have disclosed. 
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As a result of your inquiries, we learned that the majority of NIH 
scientists who consult for pharmaceutical or biotechnology compa- 
nies are not required under current rules to disclose the specific 
amounts and type of compensation. They have to disclose the rela- 
tionship. But because of the rules that we are under, which are not 
NIH rules, these are government-wide rules, we could not request, 
supposedly, that amount. We have changed that in the context of 
current agreements. I asked that this rule be changed, and we 
were able to have employees submit these compensation amounts 
for all current and future consulting arrangements. And I think we 
submitted all of that information to your committee, subcommittee, 
Mr. Chairman, in March. 

The issue of not being able to provide you all of the information 
that you needed, frankly, goes beyond my own authority to do. And 
it relates to the balance between the Privacy Act and the regula- 
tions that we can effect. And I think your staff has been well in- 
formed of that, and you have my commitment that whatever I can 
do within the rules and regulations and the advice that I receive, 
I will do. And this is my promise to you. 

Finally, I created a Blue Ribbon panel because I realized, as you 
did, that in fact these issues were not just of marginal changes or 
misinterpretation. I believe personally, given my previous experi- 
ence, that when you see a situation like this it is not just an acci- 
dent. A system is designed to produce the results that you observe. 
So I believe right away that what we needed to do was do a system 
review. And I asked that the Blue Ribbon panel be formed to re- 
view existing laws, regulations, policies and procedures under 
which NIH operates. And I asked the committee to leave no stone 
unturned. I put no limits on their ability to obtain data, obtain in- 
formation except that I felt that it was very important, and as I 
expressed to you Mr. Chairman, it was very important in this situ- 
ation to state correctly what the problem is and continue in the 
work of the investigative process of all of the other things that 
have happened, that I do not think we can have the period of time 
while we deliberate glaring deficiencies will remain uncorrected. 

So that was my goal here, and I think we have made some 
progress. And I agree with you that we have to look at balancing 
issues that come from that. I told the Blue Ribbon panel that the 
principles that we, NIH, myself wanted to apply, and we have been 
public on that. 

No. 1 is transparency. No. 2 is full disclosure, and there is a dif- 
ference between the two. Full disclosure internally is not fully 
transparent. Transparency to me relates to the interaction with the 
public. Full disclosure means do you have the exact content of the 
relationship well understood by the third component, which is an 
independent peer review mechanism that understands the science, 
not just ethics officers who may be well versed in the law of ethics 
but not well versed in the details of how science gets done. 

And fourth, a monitoring process that will allow us to make sure 
that we are not going to deviate in the future from those principles. 

I also have to tell you as NIH Director that although it would 
be easier, quicker, more satisfying to basically create a blanket pro- 
hibition, the reality of science is such that you do need to have 
interactions between scientists and their colleagues both within 
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academia and within industry. It is also a public interest, a policy 
interest of the United States to have translation of these findings 
be effective. And we have heard that through the many admonish- 
ments that Congress has asked our agency to follow. And yet, at 
the same time, we cannot forget that the primary interest is the 
public trust. 

So we have three interests; public trust first, making sure the 
translation is effective. But to make that translation effective, you 
do need the best people that you can recruit. Those three things 
are very hard to balance, and I want to testify to the fact that we 
should keep the dialog open. And I am more than happy to provide 
the data and the information that would enlighten all of us to- 
gether into what is the best policy framework that we need to de- 
velop. 

I have reviewed the panel’s recommendations. I find them to be 
constructive and it’s a good approach to improve the NIH ethics 
program. I think that we need to implement the recommendations 
of the Blue Ribbon panel which improve the trajectory of where we 
want to be, and do it as diligently as we can either within my au- 
thority and if it’s not within my own authority, I will work with 
the department, and the Office of Government Ethics to implement 
these recommendations as we go forward; modified, obviously, by 
the process that we’re undergoing with you, Mr. Chairman. 

In sum, I think these actions have strengthened NIH, the actions 
we have taken have strengthened NIH’s process not to the point of 
perfection. But let me state here just as in a concluding portion of 
my testimony, what I think is essentially different about what is 
being proposed. 

One, policy interest No. 1 is public trust. How can we ensure 
public trust? Well, make sure that no individual who is responsible 
for program funding decisions and recommendations or professional 
management of grants or review of grants — we have a very bal- 
anced process at NIH with multiple levels of checks and balances. 
It’s very hard for me to see how someone alone can have a granting 
capability. However, that being said, I think that the recommenda- 
tion of the Blue Ribbon panel that excludes any and all officials 
that have those responsibilities from any consulting with not just 
pharmaceutical and biotech companies, but also paid consulting 
from academia, is a good recommendation. I think we should imple- 
ment it and it will preserve, give me. Director of NIH the assur- 
ance that there is a layer of government scientists which is com- 
pletely immune to any potential interference. So that I think is a 
step that we need to do. This is pretty different than whatever hap- 
pened before and whatever happens in universities or any other in- 
stitution. This is an innovative step and I think it’s a good step. 
And I think we need to take that. 

I will reaffirm the prohibition against NIH scientists conducting 
research involving human subjects having financial relationships 
with any organization whose interest could be effected by their re- 
search. We have always used that rule. I am not sure that trans- 
gressions occurred. We should look at that. Nonetheless, the prin- 
ciple should be implemented as we speak today and we should be 
reaffirming this principle making sure it sticks. 
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I will propose that employees engage in compensated outside ac- 
tivities be prohibited from compensation in the form of stock or 
other forms of equity ownership. This is a major departure from 
prior policy. This is a recommendation of the Blue Ribbon panel 
that does not apply just to employees with responsibilities, but it 
will apply to every employee of NIH. This is, I think, a major move 
and I think we should give credit where credit is due, and that is 
the Blue Ribbon panel giving us a clear recommendation in that re- 
gard. 

I will set in place policies and procedures which give full consid- 
eration of the appropriateness of recusals. I personally believe that 
recusals should be used only in the most limited circumstances 
when the employee has an unavoidable conflict, like for example a 
spouse working for an organization. But recusals that relate to the 
authority of the employee should be limited to the most extreme 
exceptions. There may be some, but we have to be very careful. 

Principle two is increase transparency. In this case, working with 
HHS and OGE, as I told you, we have increased the public disclo- 
sure requirements. I will aggressively seek additional authorities to 
require more employees to disclose their outside activities where 
appropriate, including disclosure of relevant outside relationships 
and financial holdings in connection with research, publications, 
speeches, inventions, clinical research. The Blue Ribbon panel has 
considered this issue. 

And let me just state the principle, I think, that we, NIH Direc- 
tor and my own directors, have stated publicly in a testimony in 
the Senate when asked whether there is any reason why you would 
not want to disclose an existing outside relationship. My answer to 
this is there should be no reason. If you cannot disclose that rela- 
tionship, then you should not have that relationship. That is a 
clear principle I want to be on the record to tell you that this is 
what I believe in, this is what my scientists believe in. It is the 
rules and regulations, complex as they are as pointed out by the 
Blue Ribbon panel, that prevented this clarity from occurring. 

Let me tell you, I am committed to make sure that whatever we 
need to do we will do, so that in the context of relationships with 
industry, biotech, any conflicting relationship; and that we find 
ways of making sure that that relationship is publicly disclosed. 

I understand the Privacy Act issues. I understand that people in 
their outside time on their own time have the right to privacy. But 
when it comes to activities that are so closely related to their gov- 
ernment function, I think we should exclude that from the general 
government ethics rules under which all agencies of the govern- 
ment are working. So we will look forward to find creative ways of 
making sure that that principle of full transparency be imple- 
mented, however, we need to get there. It may take us some time. 
We can do what we can do today, but frankly this is a principle 
that I want to be clear about: increasing the transparency. 

There is no doubt also that the rules do prevent, as they stand 
today, fair, good, honest scientific interchange in the form of writ- 
ing and teaching and reviewing and conferencing with colleagues. 
This is something that the Blue Ribbon has looked at. For activities 
under very limited dollar amounts and other activities, I think as 
Director of NIH, as a scientific manager, we have to be very careful 
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to not put that in the same category as drug company business re- 
lationships. That’s the bread and butter of scientific interactions. I 
hear your comments, I understand your concerns but I plead with 
you to be open minded about the academic activities of our sci- 
entists. They are important to science. 

And last, we will establish effective monitoring and oversight 
mechanisms. We want to have a central data base that will record 
all of those activities. One of the issues we found is the disconnect 
sometimes between the very complex forms. And I have to tell you, 
the Blue Ribbon panel got an education in the law of ethics about 
this. If you knew the number of forms and requirements; 520’s, 
278s, 450s and all of those things, you can see how the employees 
really become confused. We need to clarify and simplify it and have 
it in one place so that the recusal, if it ever exists for that indi- 
vidual, is in the same place as the disclosure from that scientist. 
We want to commit to build probably a paragon, an example, of 
how you can manage ethics with a transparent fashion by having 
this central data base and full disclosure. 

So I just wanted to convey to you that we want to work with you. 
I cannot afford, nor can our scientists afford, any sense that we are 
transparent and not willing to reform as deeply as we need to re- 
form so that this taint that you are worried about, concerned about 
disappears. 

With that, Mr. Chairman, I’m ready to answer any of your ques- 
tions. 

[The prepared statement of Hon. Elias A. Zerhouni follows:] 

Prepared Statement of Elias A. Zerhouni, Director, National Institutes of 
Health, U.S. Department of Health and Human Services 

NIH’s mission is to generate new knowledge to improve health. The outcomes of 
NIH research affect the lives of every American and increasingly people around the 
world. Medical research leads to new diagnostics, treatments and prevention strate- 
gies — and these medical interventions must be founded on the veracity of the data 
and on the unimpeachable integrity of the individuals who conduct the research and 
oversee the research enterprise. 

Recently Congress has questioned the relationships of some NIH employees with 
outside organizations. Our public health mission is too important to have it under- 
mined by any real or perceived conflicts of interest. And to this point, I am aggres- 
sively developing and implementing new conflict of interest policies, revamping re- 
view of activities with outside organizations and working to increase transparency 
by expanding the number of employees who file internal and public financial disclo- 
sure reports. 

I want to personally thank Chairman Greenwood and Members of the Sub- 
committee for helping me to identify potential weaknesses in NIH’s ethics policies 
and systems and for supporting my efforts to review and reform ethics rules and 
procedures at the Agency. I appreciate both your leadership and the constructive 
guidance you provided on this very important issue. 

New and Ongoing Changes to NIH’s Management of Conflict of Interest: 

I want to describe actions I have taken in response to concerns about NIH’s man- 
agement of conflict of interest. 

I began reviewing ethics rules, policies and practices last July, when this Sub- 
committee raised questions about NIH employees receiving lecture awards. I believe 
NIH scientists must remain eligible to receive recognition for their work in the form 
of legitimate awards. However, NIH scientists should not be accepting awards that 
are merely a ruse to provide compensation, and we will develop a system to increase 
uniformity and track the determinations of NIH’s senior ethics officials as to wheth- 
er an award can be accepted by NIH employees. 

On November 20, 2003, I wrote to all senior managers at NIH advising them to 
exercise great prudence in entering into any arrangement that could reflect poorly 
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on NIH or could create the appearance of conflict, even in cases where the arrange- 
ments are permitted by law (emphasis added). 

In the same memorandum, I announced the creation of the new NIH Ethics Advi- 
sory Committee (NEAC) in the Office of the Director to provide independent peer 
review of activities involving outside organizations. The NEAC, which conducted its 
first meeting on January 20, advises the NIH Deputy Ethics Counselor (DEC) on 
conflicts of interest and helps to ensure that activities involving acceptance of com- 
pensation from outside sources receive uniform oversight at the NIH. NEAC reviews 
applications for proposed activities with outside organizations that stand the great- 
est chance of posing risks to NIH’s objectivity, or appearances thereof, including, 
where an award is valued at $2,500 or more; where total income from an activity 
with an outside organization exceeds $10,000 or is unknown; where outside com- 
pensation is in the form of equity; where the activity involves a drug or biotech com- 
pany; or where the activity involves senior NIH leaders (e.g., scientific and clinical 
directors). 

Co-chaired by the NIH Deputy Ethics Counselor (DEC) and Deputy Director for 
Intramural Research, the NEAC consists of ten rotating members and two ex-officio 
ethics advisors, all of whom are full-time federal employees. The rotating members 
are nominated by IC Directors and appointed by the Co-chairs. Membership rep- 
resents the categories of employees submitting proposals to the NEAC, including IC 
Directors and Deputy Directors, Scientific Directors, Clinical Directors, Extramural 
Directors, OD Senior staff, and others. 

During the centralized NIH review, committee members review each proposed ac- 
tivity to help assess whether it creates an actual or apparent a conflict of interest. 
The committee reviews the proposals based on criteria set forth in the Standards 
of Ethical Conduct for Employees of the Executive Branch promulgated by the U.S. 
Office of Government Ethics (OGE) and the supplemental Department of Health and 
Human Services (HHS) regulations. 

To ensure oversight of activities that had already been approved prior to the cre- 
ation of NEAC, we also instructed that all existing consulting relationships with 
pharmaceutical or biotechnology firms be stopped and resubmitted to NEAC for its 
review and input, before they could be reapproved, if appropriate, by the NIH DEC. 

The Inspector General of the Department of Health and Human Services and the 
General Accounting Office also initiated their own, separate reviews of ethics proc- 
esses at NIH. In addition, OGE accelerated its regularly scheduled review of the 
NIH ethics program. We welcome these inquiries and are cooperating with the var- 
ious reviewers. 

On January 12, 2004, at my request. Dr. Raynard Kington, the Deputy Director 
of NIH, was appointed to be the new Deputy Ethics Counselor for the Agency. Com- 
mensurate with his appointment, the role of the NIH DEC has been expanded be- 
yond the staff of my office and the Institute and Center Directors to include Insti- 
tute and Center Deputy Directors, Scientific Directors, Clinical Directors and Extra- 
mural Program Directors. 

Regarding the important issue of public disclosure, working through the Depart- 
ment of Health and Human Services, I asked that the Office of Government Ethics 
grant approvals to require increased public disclosure of financial statements of 
some of NIH’s most senior and highest-salaried personnel. OGE approved the re- 
quest on February 6, and as a result, all senior scientific personnel within the juris- 
diction of the NIH DEC are now required to file public financial disclosure state- 
ments. Although many of these individuals were already filing public financial dis- 
closure forms, they will now be required to do so. Recently, a second request was 
submitted to OGE to require additional high-level personnel at NIH to file public 
financial disclosure reports. 

In addition, because the majority of NIH employees who file financial disclosure 
forms are required to use the OGE-450 financial disclosure form, which does not re- 
quest the amounts of compensation paid by outside organizations, and because the 
approval process focuses on the nature of the activity and the identity of the outside 
organization rather than the compensation paid, the amounts paid to NIH employ- 
ees in connection with their activities with outside organizations has in many cases 
not been collected or reported either internally or externally. I requested that the 
Department ask OGE to revisit this approach and, as a result, NIH employees are 
now required to submit these compensation amounts for all current and future con- 
sulting arrangements in their request for approval of activities with outside organi- 
zations. Furthermore, to the extent that additional NIH employees will be required 
to file public financial disclosure forms, these amounts will be collected and reported 
on such forms. 

As part of our internal policy review, we are also asking employees to disclose 
compensation amounts for expired activities with outside organizations. I personally 
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believe we should know those amounts, and so I requested that the Department 
work with OGE to find a way, consistent with the Privacy Act, which places limits 
on collection of identifiable information by the federal government, to ask for these 
amounts. The Department was successful in doing so, and so we have been able to 
ask employees for these dollar amounts. We have carefully considered, including in- 
ternal discussions with legal counsel and others, to what extent we can and should 
order that employees must provide this information instead of voluntarily request- 
ing it. After such consideration, it is our understanding that asking for this informa- 
tion on a voluntary basis is the most appropriate and prudent way to proceed. We 
have also been cooperative in providing this information we have collected for our 
internal policy review to the Subcommittee where it has asked for the information. 

The Blue Ribbon Panel: 

Finally, 1 created the Blue Ribbon Panel on Conflict of Interest Policies to review 
existing laws, regulations, policies, and procedures under which NIH operates re- 
garding real and apparent financial conflicts of interest where compensation is re- 
ceived by employees. 1 also charged the Panel with reviewing public financial disclo- 
sure rules and procedures. The panel began its review on March 1 and made its 
recommendations to the standing Advisory Committee to the NIH Director May 6. 
The recommendations were adopted by the Advisory Committee and submitted to 
me on the same day. 

The Blue Ribbon Panel operated with extraordinary speed. Norm Augustine and 
Bruce Alberts, the panel’s co-chairs, as well as all the panel members, served with 
distinction and performed a great public service. They deserve gratitude and re- 
spect, and I thank them for their extraordinary efforts. Dr. Alberts and Mr. Augus- 
tine are here to testify and answer your questions. 

In reviewing the Panel’s report, I was impressed with the degree to which they 
looked closely at both NIH policies and its procedures. The Panel also explored regu- 
lations of other Agencies and the rules, regulations, and laws set in place by the 
HHS, the Office of Government Ethics (OGD), and the Congress. And in making rec- 
ommendations, they did as I asked — they did not limit themselves to what was in 
my authority to change — rather I asked them to make any and all recommendations 
that would improve NIH’s management of conflict of interest. I told them that 
where I did not have the authority to implement change, I would seek the help of 
HHS and OGE. 

I have reviewed all of the Panel’s recommendations and plan to move ahead as 
appropriate. 

In sum, these actions have already significantly strengthened NIH’s internal over- 
sight of ethics matters and continue to do so in the future. 

Next steps: Principles and Policies 

After nine months of review and listening to the concerns of the public, and after 
examining the recommendations of the Blue Ribbon Panel, I want to unveil my 
plans for further improving NIH’s ethics program. My plans are based on four main 
principles: 

1) Enhance public trust in NIH by preventing conflicts of interest through the re- 

striction of financial relationships employees may have with outside organiza- 
tions; 

2) Increase levels of transparency in the NIH ethics program by requiring much 

more internal as well as public disclosure of the details of financial relation- 
ships employees have with outside organizations, including consulting arrange- 
ments and awards; 

3) Balance NIH’s ability to recruit and retain the best scientific expertise while ex- 

pediting the translation of research advances; 

4) Establish effective monitoring and oversight of employee activities. 

I will seek to implement actions in response to these principles, as appropriate, 
through administrative actions, and supplemental regulations. 

Principle One: Enhance Public Trust 

• I will seek to prohibit NIH senior management and NIH extramural employees 

who are responsible for program funding decisions and recommendations, and 
professional staff managing grants and contracts and publication review from 
consulting with pharmaceutical or biotechnology companies or from paid con- 
sulting for academia, except in the case of the clinical practice of medicine. 

• I will reaffirm the prohibition against NIH scientists participating in research in- 

volving human subjects where the scientist has a personal or imputed financial 
interest in an organization whose interests would be directly and predictably af- 
fected by his research, except in those exceptional cases where the interest is 
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not so substantial as to be deemed likely to affect the integrity of the employee’s 
services to the Government or is otherwise subject to regulatory exemptions. 

• I will propose that employees engaged in compensated activities with outside or- 

ganizations be, in future, prohibited from compensation in the form of stock or 
other forms of equity ownership in the companies for whom they are working. 

• I will set into place polices and procedures to fully consider the extent to which 

the recusals necessitated by an approved activities with outside organizations 
have an effect on the ability of senior scientific managers and decision makers 
to conduct their government work. NIH will clarify the use of recusals that are 
required because of financial relationships with outside organizations. We will 
require a uniform policy for informing relevant personnel of who is recused and 
establish a new process for monitoring recusals. 

Principle Two: Increase Transparency 

• NIH, working with HHS and OGE, has already increased the number of senior 

managers who must publicly disclose their compensated activities with outside 
organizations and the amounts received. These are interim steps. I will aggres- 
sively seek additional authorities to require more employees to disclose their ac- 
tivities with outside organizations, where appropriate, including disclosure of 
relevant relationships and financial holdings in connection with research publi- 
cations, speeches, inventions, and clinical research. As I have said previously, 
public disclosure and transparency will be the cornerstone of the NIH ethics 
program. 

• I will ask NIH employees to voluntarily disclose all relevant relationships with 

outside organizations and financial holdings in their work products, such as 
publications, speeches, and invention disclosures. And I will seek changes to 
regulations to make such disclosures a requirement. 

Principle Three: Recruit and Retain Best Scientific Expertise While Expe- 
diting Translation of Research Advances 

• I will propose that regulations allow NIH scientists to receive compensation for 

teaching, speaking or writing about their research, but only if the information 
is shared in a public forum and has already appeared in published literature. 

• NIH will continue to allow certain types of consulting arrangements, teaching and 

lecturing opportunities, receipt of bona fide awards, and collaborations with the 
private sector, but only under clear, rigorous rules meant to eliminate real and 
appearances of conflict of interest. Consulting, collaborating and teaching must 
continue in order to expedite the translation of research advances, but only 
under clear guidelines. 

Principle Four: Establish Effective Monitoring and Oversight Mechanisms 

• I will seek to limit the amount of time spent on consulting and the amount of 

compensation received annually. The limits proposed by the Blue Ribbon Panel 
will be considered as the draft regulation is developed. 

• NIH will improve its ability to manage and track approved activities with outside 

organizations by increasing the accountability of managers, creating a central- 
ized data base, centralizing review of senior managers and scientists, con- 
ducting random audits of files pertaining to activities with outside organiza- 
tions, and continuing the rigorous peer review conducted by the NEAC. 

• NIH will develop and implement a new, more understandable method of training 

employees on ethics rules, and we will establish a web site that displays rules 
in plain language, updates employees on regulatory trends and changes and dis- 
cusses — anonymously — ongoing cases as examples of best practices or unaccept- 
able practices. 

Much of the discussion about ethics policies and procedures at NIH has been un- 
necessarily negative. NIH employees have great integrity. In retrospect, the policies 
and rules could have been even stricter, their implementation could have been more 
efficient and oversight could have been more rigorous. But for better or worse, this 
was the system NIH employees had to negotiate. 

As we move forward, all of us, the NIH leadership, HHS, OGE, and the Congress, 
will have to strike a careful balance between maintaining public trust in NIH and 
allowing appropriate interactions between NIH scientists, industry, academia and 
all elements of the research community. 

Collaborations with the non-governmental research community are vital, not only 
for understanding and advancing science, but for translating our knowledge into ac- 
tual medical practice and treatment. We should be more transparent, more vigilant 
about oversight, and we need to tighten the rules. But it would be a mistake to ban 
all compensated activities with outside organizations. Such an action would be bad 
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for science, unfair to the employees, and ultimately hinder our efforts to improve 
the nation’s health. 

Mr. Greenwood. Thank you very much, Dr. Zerhouni. 

Dr. Alberts, you are recognized for an opening statement. And 
Dr. Augustine, you are going to speak for the Commission. 

TESTIMONY OF NORMAN AUGUSTINE 

Mr. Augustine. Yes, please. We will share our remarks. I’ll 
begin. 

Mr. Chairman and members of the committee, we welcome the 
opportunity to share with you our findings in our review of conflict 
of interest policies at the NIH. 

We are very well aware of the support that this committee has 
given to NIH over the years, and also the expectations you have 
for the NIH and I might add that we, as private citizens are shar- 
ing those expectations. 

Dr. Alberts and I today appear on behalf of the entire members 
of our panel, a list of which is attached in the submittal. And we 
do appreciate your including our formal statement for the record. 
Dr. Alberts and I will briefly summarize it in a more informal fash- 
ion this morning with the committee’s permission. 

Our panel, as you know, was established at the request of Dr. 
Zerhouni. We were asked to complete our work in 90 days because 
of the urgency that the NIH assigned to this particular issue. 

As has been mentioned, we were asked to focus on policy issues, 
not on specific cases. And the reason for that was that there are 
least three other investigations underway by official government 
agencies into specific matters. 

During our efforts we had over 30 witnesses appear before us 
from a variety of perspectives. We established a website at NIH 
which we received responses from over 300 employees of NIH with 
respect to a series of questions we had asked of them. We spoke 
one-on-one generally, often by telephone with the director of all 27 
institutes and centers of NIH and we put the notice in the Federal 
Register that we would welcome input from the public. 

NIH, as has been pointed out several times this morning, is in- 
deed a great national asset, a treasure. Its impact on health, not 
only in America but throughout the world, has clearly been pro- 
found. The more we learned about NIH the more apparent it be- 
came to us that NIH’s principal asset, far above anything else, 
were the scientists and the clinicians that worked for the institutes 
and the centers. 

The easiest thing in the world for us to have done would have 
been simply to have put an outright ban on all consulting, to insist 
that everybody’s related personal activities, emphasize related, be 
placed on the web. But we were also mindful of the fact that there 
were at least two ways that we could damage NIH even though our 
efforts would be well meaning. 

The first of those would be that if we were to recommend policies 
with regard to conflicts of interest that were too liberal, too easy 
and the NIH were to continue to suffer from publicity of apparent 
conflict of interest violations, that this could be very damaging to 
the support for the NIH by the public, damaging to its science and 
damaging to those who put their faith in the NIH. On the other 
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hand, we also realized that if we placed recommended rules that 
were so restrictive and some analytical to common accepted prac- 
tices in the scientific community, we truly believed that it would 
be very hard to hire the world class scientists, many of whom have 
decades of education, to serve the NIH’s role. 

Similarly, we encountered the fact that NIH researches, as all 
other citizens, have certain rights to privacy in their private life. 
By the same token, those of us who depend upon NIH researchers, 
the public, have every right to be aware of what activities there are 
in their private lives that might impact their impartiality of car- 
rying out their responsibilities as public servants. 

Further, we were well aware that it’s inappropriate for a private 
organization to benefit from government sponsored work in a dis- 
criminatory fashion. At the same time, we realized that it’s almost 
through the activities of commercial firms that the basic research 
conducted at NIH is able to impact the health of America’s citi- 
zenry. 

Considering these factors, we arrived at three principal findings, 
which I will just generalize and Dr. Zerhouni has really touched on 
them very thoroughly. 

The first is that we recommend that the NIH conflict of interest 
policies be substantially tightened, they be made more restrictive 
particularly for the senior leadership at NIH. 

Second, we believe that more disclosure by more people both pub- 
lic and private is very much needed. 

And third, we believe that in cases where there are not conflicts 
of interest, that steps should be taken to give scientists the latitude 
to participate in the accepted cultural approaches practiced by the 
scientific community at large. 

Well, that is a brief introduction. Let me ask Dr. Alberts to use 
our remaining 5 minutes to summarize some of the specific instruc- 
tions. 

Mr. Greenwood. Dr. Alberts, you are recognized. 

TESTIMONY OF BRUCE ALBERTS 

Mr. Alberts. Thank you, Mr. Chairman. 

There are 18 recommendations in our report, and you have them 
and I have no time to really go over them in detail here. Let me 
just point out a few essential recommendations that I want to pay 
special attention to in view of the comments already made. 

Recommendation one at the top deals with the senior leadership 
issue and would prohibit any paid consulting for a set of senior em- 
ployees and those having responsibility for program decisions. And 
Dr. Zerhouni has already spoken eloquently about accepting those 
recommendations, and I don’t think I need to say anything more 
about them, except that this is a change in policy from a 1995 pol- 
icy that was implemented at the NIH. 

The issue of whether we should abandon any kind of contact with 
industry by the majority of the 5,000 scientists who work at the 
NIH who are just pure researchers and have nothing to do with 
any resource decisions or allocations or recommendations is one 
that you’ve addressed here and one that we took very seriously. We 
came down the side, as Mr. Augustine said, of allowing those inter- 
actions where they are appropriate after an appropriate screening 
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and specifically said these people should be able to consult for ei- 
ther industry or academia where there is no conflict and wherever 
it makes sense after the decision is made centrally at the NIH. 
Why? 

Well, let me say, I have 30 years in the universities at a research 
scientist before I came to Washington 10 years ago. I was at the 
UCSF, which is the place where all this biotech stuff started. And 
at the beginning, I was very much against any academic involve- 
ment with industry. And personally, I had never had any. But I 
have talked to many, many scientists including the young scientists 
at NIH who are coming there to do public service and have no actu- 
ally plans or actually activities yet with industry. But the fact is 
that this is very much a two way street. People who do this often 
tell me that they gain more from knowing about what industry is 
doing and enlarging their thinking by seeing what these people are 
doing in new kinds of ways. They are often ahead of academia. I’m 
talking about colleagues at UCSF now. That in fact these kinds of 
interactions changed the ambitions and often the effectiveness of 
the research that people are doing both in universities and by anal- 
ogy at the NIH. And so that’s the basic reason why I personally 
came down on the side of allowing it where appropriate. 

However, we are very concerned about what we call conflict of 
commitment. We talk about this as a shower test. What are you 
thinking about when you’re in the shower? Are you thinking about 
your NIH job or are you thinking about something else? And so we 
wanted to make sure that it’s the NIH job that you’re thinking 
about, and we therefore have recommendation three which puts 
real limitations on both how much compensation you could receive 
and how many hours you can spend and, I think very importantly, 
whether you could take equities. Equities, we feel, creates a dif- 
ferent kind of sense of involvement than money received. You 
would become, in a sense, an owner and you tend to get a lot of 
attention, may get a lot of attention from an employer that we 
don’t want. We don’t want them to be primarily concerned with 
their outside activities. 

Now these recommendations, obviously, represent restrictions 
from current policy. We also have recommendation five, which is 
designed to promote more interactions between NIH scientists and 
their colleagues elsewhere; we move in the direction of more leni- 
ency. This involves a change recommended in OGE regulations al- 
lowing them to behave like other scientists and receive small 
honoris where they go to speak about their work and be able to 
speak about their work in a public forum and provided it’s been 
published already in the literature freely. 

We found these restrictions had come from — the regulations are 
very confusing. In fact, I was very surprised by them. And I think 
it hampers the ability of scientists to, again, interact with the sci- 
entific community, do the best they can to disseminate what they’re 
doing and also get information back from their colleagues. Because 
science is very much a highly cooperative interactive activity. 

Then we go on to recommendation ten which deals with ensuring 
a complete internal disclosure of financial interests and other po- 
tential conflicts of interests. This has to do with form 450. I learned 
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all these facts. I am hoping I can erase all this information that 
I have learned. 

Form 450. We want more form 450 filers. That may be limited. 
If not, we want NIH to get it some other way so they know every 
possible conflict of interest and can regulate it more efficiency. 

The other issue which of course we’re very concerned, for Dr. 
Zerhouni and for the panel, is transparency. Transparency we 
would mean public availability of information. Disclosure we use 
NIH’s accessibility to the information. 

And we supported the idea that this Title 240, it is sort of bi- 
zarre, regulation that prevents NIH from getting information from 
people publicly who they want to have information for should be 
changed somehow, either by OGE regulation or by law if necessary. 
And the NIH, as Dr. Zerhouni said, has now requested some 500 
people be put under that regulation and we’ll see what happens. 
We would certainly support that. 

We also would produce transparency in a different way by re- 
quiring an employee in recommendation 13 to publicly disclose all 
relevant outside relationship and financial holdings in their work 
products; that is their publications, speeches and invention disclo- 
sures. So it is another form of public disclosure. 

Finally, we looked at the comparative salary scales of academia 
and NIH for scientists. And we found that at the lower levels, the 
scientists are well compensated. They are fairly compensated. The 
problem comes at the higher levels of the leadership where, for 
whatever reason, the marketplace is at much higher salary levels 
for many of the people you would like to have as senior leaders 
than NIH can actually pay. And so because leadership is so crucial, 
it is crucial to have the right leaders in the organization, we have 
recommendation 18 that the NIH Director working with Congress 
should ensure that the agency has authority under Title 42 or some 
other hiring mechanism to recruit senior scientific staff in a highly 
competitive market and asking the HHS to also to review and if 
appropriate, raise the current annual salary caption of $200,000 for 
the most senior Title 42 employees at NIH. We are concerned that 
the present ceiling is limiting the agency’s ability to retain and re- 
cruit the very best leadership. And, again, I cannot emphasize the 
leadership issue. 

Let me just go through this transparency issue, because person- 
ally I would be very much in favor of having all the information 
that you want posted on our public website. In fact, our panel was 
leaning strongly in that direction when we encountered the Privacy 
laws. That was at our last meeting. And, in fact, we have learned 
that this would, or what we believe is that some government wide 
legislation would be needed to change the Privacy law in order to 
do what the panel was heading for in our recommendations. And 
so we concluded in the end that the strong governmental policy 
protecting personal information against disclosure would be a for- 
midable challenge to overcome and thought there was no use in 
recommendations that are meaningless and instead we have con- 
structed several recommendations to the end of making more effec- 
tive both the internal disclosure, as I said, and public disclosure 
through the public disclosure at speaking and work products stage 
that I mentioned, and finally by requested an agency wide public 
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report that annually summarizes the amount and the nature of the 
outside activity of NIH employees, which is recommendation four 
which I didn’t have a chance to mention. 

Thank you very much. 

[The prepared statement of Norman Augustine and Bruce 
Alberts follows:] 

Prepared Statement of Dr. Bruce Alberts and Mr. Norman Augustine, Rep- 
resenting THE National Institutes of Health Blue Ribbon Panel on Con- 
flict OF Interest Policies 

Mr. Chairman and Members of the Committee, thank you for this opportunity to 
share with you the findings of our Panel which evaluated Conflict of interest Poli- 
cies affecting the National Institutes of Health (NIH). We are, of course, well aware 
of the support given by this committee to the NIH over the years and of the high 
expectations you, and indeed the American people, hold for NIH. 

We appear today on behalf of the members of the Panel, a complete list of whom 
is attached to this testimony. Our Panel was established at the request of Dr. Elias 
Zerhouni, Director of NIH, and was requested to complete its work within 90 days 
because of the urgency of the matter at hand. Administratively, we were formed as 
a Working Group of the Advisory Committee to the Director of the National Insti- 
tutes of Health. We should note that our assignment was forward-looking; that is, 
we were concerned with policy rather than with specific cases that occurred in the 
past. As you are aware, there are a number of on-going investigations of prior mat- 
ters being conducted by entities within the government. Other than providing our 
basic charter, which was to review existing conflict of interest policies and to pro- 
pose new policies where appropriate, no constraints were placed by NIH on the con- 
tent of our work. 

In carrying out the Panel’s responsibilities we met a total of five days and held 
one telephone conference. We heard testimony from over 30 individuals, including 
members of the public, and established an internal web site which received over 300 
responses from NIH employees. In addition, we interviewed the Directors of all 27 
NIH Centers and Institutes. Notices of meetings were placed in the Federal Reg- 
ister. 

The National Institutes of Health represents a national and global treasure. Its 
principal asset is the truly remarkable scientists and practitioners who choose to 
serve as its employees. In many ways the future health of our nation depends on 
a robust and productive NIH. But if care is not taken, the ability of NIH to continue 
to serve the public’s health could be severely damaged in either of two ways by 
issues affecting conflict of interests. On the one hand, if the science NIH conducts 
or its funding decisions are, or even appear to be, biased or corrupted, the public, 
the broader scientific community, and the government’s funding officials could lose 
faith in the institution’s credibility. On the other hand, if a unique set of rules were 
to be enacted that is so inconsistent with the established practices of the scientific 
community, it could drive talented individuals away from NIH as an employer and 
at the same time discourage the dissemination of knowledge. 

Developing sound policies for managing and preventing conflicts of interest re- 
quires the balancing of several sometimes competing values and considerations. 
First, government employees, like all citizens, are entitled to a life of their own with 
reasonable privacy — but at the same time, the public has a right to complete assur- 
ance that outside activities will not inappropriately influence an employee’s judg- 
ment or commitment to public service. Second, although sound arguments can be 
made for the enactment of consistent and uniform conflict of interest rules across 
the federal government, each agency, including NIH, has unique circumstances and 
needs. Third, it is clear that a government employee should not receive personal fi- 
nancial gain for outside activities by exploiting knowledge gained through his or her 
government position, yet much of the accumulated knowledge and value of a sci- 
entist might well have resulted from efforts made and accomplishments achieved 
outside of government service. The Panel has sought diligently to balance these 
sometimes conflicting considerations as it developed its recommendations. 

In its deliberations the Panel found an extremely complex set of rules governing 
conflicts of interest at NIH and, in fact, across the federal government. In the con- 
text of NIH, with its unique mission to conduct and support biomedical and health- 
related research on its own campus, across the country, and internationally, these 
rules are widely misunderstood by some of the very people to whom they are in- 
tended to apply. This has created uncertainty about allowable behavior and has en- 
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gendered fear that inadvertent transgressions could occur — significantly damaging 
morale. 

The Panel found that most of NIH’s policies and procedures for managing conflicts 
of interest are reasonable and appropriate and it believes that the agency has been 
responsive to direction provided to it in this area by the Department of Health and 
Human Services (HHS), the Office of Government Ethics (OGE), and Congress. 
However, significant improvements can be made, including imposing greater restric- 
tions on some types of activities, relaxing some restrictions that are inappropriate 
and counterproductive, enhancing disclosure and transparency, and improving the 
overall management of these issues at NIH through better training, education, and 
resource management. 

We believe the existing conflict of interest policies affecting NIH do not suffi- 
ciently discriminate among groups of employees who have widely differing respon- 
sibilities and therefore widely differing susceptibility to conflicts of interest. In par- 
ticular, we conclude that the policies affecting senior officials of NIH should, as a 
matter of policy, be tightened — that is, made more restrictive. It is our view that 
greater internal and, in some circumstances, public, disclosure can be beneficial in 
assuring the continued quality of the NIH’s work and the confidence the public can 
place in that work. In particular, some senior NIH staff members, absent case-by- 
case approval authority, are, under present interpretation of the relevant laws, not 
expected to file public disclosure forms. 

On the other hand, we found that many well-intentioned constraints that have 
been placed on researchers at NIH who perform purely scientific work have been 
counterproductive. As but one example, NIH scientists are generally prohibited from 
indicating their affiliation with NIH when giving lectures, even when those lectures 
are accompanied by appropriate disclaimers. 

At present, only a relatively small number of NIH employees are engaged in con- 
sulting arrangements with industry. In contrast, a substantial number of NIH em- 
ployees are involved in outside activities with professional societies and with aca- 
demic and research institutions — primarily in the forms of teaching, speaking, or 
writing (including editing). In addition, NIH scientists who are recognized for out- 
standing scientific achievements, leadership, or public service are sometimes the re- 
cipients of awards, which may be accompanied by a cash prize. The Panel believes 
these are important — even essential — activities for NIH scientists, since they are 
part of the tradition of science and provide evidence of the value and significance 
of the NIH research community to the larger scientific community. For example, 
speaking at academic institutions or other similar public fora is a critical part of 
being a productive and contributing scientist. It provides an important avenue for 
the exchange of scientific ideas, and both the speakers and the audiences benefit. 

What did the Panel not accomplish that we sought initially to do? During our ini- 
tial meetings, and in the first full draft of the report that was used to frame our 
Panel discussions at our April 5-6 meeting, we seriously considered proposing that 
selective information from the Form 520 be posted on a publicly accessible portion 
of the NIH website. (Form 520 must be submitted to obtain permission for any out- 
side activity). More specifically, we discussed the possibility of requiring, as part of 
the permission process, the public posting of both the nature of each paid outside 
activity, as well as the exact amount of the compensation received each year. The 
Panel was thinking that such compete transparency could serve as a “disinfectant” 
to remove suspicions that might otherwise persist concerning the internal NIH dis- 
closure and permission system. 

In the course of these deliberations, we encountered the federal Privacy Act and 
other relevant federal statutes and regulations. We asked the lawyer on our Panel, 
Dorothy Robinson, to consider these matters further and to discuss them with NIH 
legal counsel. She reported that the federal Privacy Act presents a serious barrier 
to virtually any agency-mandated public disclosure of the sort we were considering, 
other than the public disclosure mandated for those senior level employees des- 
ignated as Form 278 filers — including those so designated through equivalency rul- 
ings by the Office of Government Ethics. (See also Letter from Marilyn L. Glynn, 
Acting Director of OGE, to Bruce Alberts and Norman Augustine, April 19, 2004, 
attached). 

The Panel considered the possibility that the Privacy Act might be amended to 
allow for this type of disclosure, but concluded that the strong governmental policy 
protecting personal information against disclosure would be a formidable challenge 
to overcome. Instead, as you will hear, the Panel constructed recommendations 
aimed at augmenting and making more effective internal disclosure within NIH. We 
want NIH to have all of the information and abilities it needs to make thorough 
and effective conflict of interest reviews. We have also recommended enhanced pub- 
lic disclosures in connection with all speaking and publications by NIH personnel. 
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as well as an agency-wide public report that annually summarizes the amount and 
nature of the outside activity by NIH employees. 

Our recommendations are as follows: 

Recommendation 1: NIH senior management and NIH extramural employees who 
are responsible for program funding decisions and recommendations, and profes- 
sional staff managing grants and contracts and application review should not en- 
gage in consulting activities with pharmaceutical or biotechnology companies or in 
paid consulting for academia. The Panel considers speaking for compensation at an 
industry site as equivalent to consulting for industry. In addition, the Panel does 
not include in this prohibition time spent in clinical practice by health care practi- 
tioners, if approved as an outside activity free of conflicts. 

Recommendation 2: The Panel reaffirms current federal law that intramural sci- 
entists conducting research with human subjects — for example, investigators and re- 
search team members involved in patient selection, the informed consent process, 
and clinical management of a trial — should not be allowed to have any financial in- 
terest in or relationship with any company whose interests could be affected by their 
research or clinical trial, except with an appropriate waiver or authorization. 

Recommendation 3: In addition to existing requirements for engaging in outside 
activities, the following additional requirements should be in place for employees di- 
rectly involved in the administration or conduct of NIH research programs and who 
are not subject to the restrictions posed in Recommendations 1 and 2: 

a. The total amount earned annually from compensated consulting with industry or 

academia should not exceed an amount equal to 50 percent of the employee’s 
annual salary, and no one source should account for an amount in excess of 25 
percent of annual salary. 

b. Employees eligible to engage in compensated outside professional activities 

should not: 

i. receive compensation in the form of stock options or other forms of equities 
for their services 

ii. spend more than 400 hours per year on these activities (writing excepted). 

c. An exclusion to the above limits should exist for NIH employees who are health 

care practitioners. For these employees, there should be a more flexible time 
limitation and the capitation for compensated outside medical care and patient 
services should be 100 percent of base pay, with the one-source limitation re- 
moved. 

Recommendation 4: To improve NIH’s ability to manage and track approved out- 
side activities: 

a. all requests for outside activities (Form 520) should be updated on an annual 

basis (with such updates indicating only those changes that have occurred) 

b. supervisors should be held accountable for the evaluation and approval of outside 

activity requests, and this supervisory function should be a component of a su- 
pervisor’s performance evaluation 

c. NIH should publish an annual institute-wide statistical report on the number and 

types of outside activities approved for its employees. 

Recommendation 5: NIH should seek a change to OGE regulations so as to allow 
NIH scientists to receive compensation for teaching, speaking, or writing about their 
research, only if the information is to be shared in a public forum and it has ap- 
peared in the published literature. 

Recommendation 6: NIH intramural scientists should continue to be allowed to 
engage in compensated speaking, teaching, and writing for professional societies and 
for academic and research institutions as an outside activity as long as all ethics 
review and approval requirements are met. 

Recommendation 7: NIH should seek a change to OGE regulations to permit em- 
ployees to be identified by their title or position (and institutional affiliation) when 
engaged in teaching, speaking, or writing as an approved outside activity. Dis- 
claimers should be provided that the activity is not being conducted in the employ- 
ee’s official capacity as an NIH employee and that the views expressed do not nec- 
essarily represent the views of NIH. 

Recommendation 8: There should be no restrictions on royalties received on works 
written, edited, or published or on income received from patents licensed by any 
NIH employee who conducted the work as an approved outside activity. 

Recommendation 9: The current OGE rules regarding receipt of bona fide cash 
awards for meritorious public service or achievement and NIH’s interpretations of 
the rules are reasonable and should apply to all employees. There should be no limit 
on the amount of money received from a bona fide award. These awards are consid- 
ered gifts under current law and are not considered outside activities because the 
employee accepts the award in his or her official capacity. 
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Recommendation 10: To increase NIH’s ability to manage conflicts of interest, it 
should either move immediately to increase the number of employees required to 
annually file a confidential disclosure form 450 or find some other means to achieve 
comparable levels of internal disclosure. 

Recommendation 11: NIH should ask OGE to make a regulatory change or seek 
statutory modifications to provide NIH with greater discretion in determining 
whether certain Title 42 employees should file public financial disclosure form 278. 
This would promote the public interest by increasing transparency and thereby en- 
hance trust in government. In the meantime, NIH should seek additional equiva- 
lency rulings from OGE to increase the number of public filers to include all the 
senior employees as specified in Recommendation 1. 

Recommendation 12: NIH supervisors should be provided with enhanced training 
on the criteria to be used for their annual review of financial disclosures so as to 
become more effective in managing and avoiding employee conflicts of interest. 

Recommendation 13: To preserve public confidence in NIH, the agency should put 
in place a policy that requires employees to disclose all relevant outside relation- 
ships and financial holdings in their work products, such as publications, speeches, 
and invention disclosures. In addition, where relevant, such disclosures should be 
made to potential research subjects as part of the informed consent process. 

Recommendation 14: NIH employees should be required to submit recusals in 
writing to immediate supervisors when a potential conflict of interest emerges. The 
supervisor should then be required to inform those who should be aware of the em- 
ployee’s need to he recused from the official duties for which there is a conflict. As 
is currently the case, when an employee must be recused from official duties, those 
duties can be reassigned only to someone at an organizational level above the em- 
ployee. As such, recused employees or their supervisors will need to inform both su- 
periors and affected subordinates of the recusal. 

Recommendation 15: The NIH Ethics Office should prepare a user-friendly docu- 
ment and website that displays ethics rules in simple language and emphasizes ex- 
amples of outside activities and financial interests that are permissible as well as 
those that are not. Employees seeking approval of outside activities should, as part 
of their submission of form 520 and its supplements, indicate in writing that they 
have reviewed these summary materials and have discussed any questions they 
have with their relevant ethics official and/or supervisor. 

Recommendation 16: The NIH Ethics Advisory Committee should issue a report 
of its findings, in the form of anonymous case studies and generalizahle principles, 
on a regular basis to provide the NIH community with a clear common hody of 
knowledge by which to understand and interpret ethics rules. 

Recommendation 17: NIH management should assure that sufficient resources are 
provided for the administrative and management functions of its ethics activities to 
guarantee that the expanded program proposed in this report can be implemented. 

Recommendation 18: While the Panel has not addressed the application of Title 
42 to the hiring and compensation of senior scientific staff, it is clear that some such 
hiring and compensation authority needs to be applicable to this group of employees 
if NIH is to remain competitive in the market for talent. In addition, the NIH Direc- 
tor should ask HHS to review and, if appropriate, raise the current annual salary 
capitation of $200,000 for the most senior Title 42 employees at NIH. The Panel is 
concerned that the present ceiling is limiting the agency’s ability to recruit and re- 
tain the nation’s best scientists as the leaders of NIH. 

Mr. Chairman, since our report is not unduly long and contains substantiation for 
these recommendation, we would like, with the committee’s permission, to have it 
considered for inclusion in the record as an attachment to this statement. 

Among the more significant changes these recommendations, if implemented, 
would impose are: 

• Senior NIH officials would not be permitted to engage in paid consulting with bio- 

technology or pharmaceutical companies or academic institutions. 

• In instances where paid consulting is permitted (i.e., no conflicts of interest exist), 

such activity would he subject to a 400 hour annual limitation and a compensa- 
tion cap of 50 percent of the individual’s annual base salary, with no more than 
25 percent being derived from any one source. 

• The number of individuals filing disclosures, both public and private, would be in- 

creased, and all work products would bear a disclosure statement indicating re- 
lated financial interests or activities of the researcher(s). 

• Compensation for outside work in the form of equity would be (prospectively) pro- 

hibited. 

• Scientists, where no conflicts exist, would be encouraged, not discouraged, in par- 

ticipating in outside activities which are innate to the workings of the scientific 
community at large. Thus, scientists would be permitted to receive outside com- 
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pensation for speaking or writing about their work without having to wait one 
year after that work has been completed and published. 

• The salary ceiling for employees hired under Title 42 authority would be in- 
creased to an extent which would assure that the NIH is competitive in the 
marketplace for world-class scientists and managers of science. 

In arriving at its findings and recommendations, the panel noted that for virtually 
every policy it could conceive it could also identify extraordinary circumstances 
under which the application of that policy would be counterproductive to the accom- 
plishment of the NIH mission. For this reason, it is important that, within the con- 
straint of applicable laws, the NIH Director be granted the authority to make care- 
fully considered exceptions when deemed appropriate. 

In conclusion, the Panel believes that the recommendations presented in our re- 
port can correct many of the concerns that have in the past been expressed about 
conflict of interest practices at NIH. We urge that the recommendations be adopted 
as quickly as possible. This is needed to assure the continued, deserved public con- 
fidence in the extraordinary work of NIH, to enhance the continued quality of the 
scientific staff at NIH, and to rectify what the Panel perceives to be a growing mo- 
rale problem among an excellent NIH staff. 

Thank you, and we would be pleased to answer your questions. 

NIH Blue Ribbon Panel on Conflict of Interest Policies 

A WORKING GROUP OF THE ADVISORY COMMITTEE TO THE DIRECTOR, NIH 

ROSTER 

Bruce Alberts, Ph.D. (Co-Chair), President, National Academy of Sciences, Wash- 
ington, DC 

Norman R. Augustine (Co-Chair), Chairman, Executive Committee, Lockheed 
Martin Corporation, Bethesda, Maryland 

Christine Cassel, M.D., President, American Board of Internal Medicine, Philadel- 
phia, Pennsylvania 

Thomas H. Murray, Ph.D., President, The Hastings Center, Garrison, New York 
Phillip Pizzo, M.D., Dean, School of Medicine, Stanford University, Stanford, Cali- 
fornia 

The Honorable Stephen D. Potts, Chairman, ERC Fellows Program, Ethics Re- 
source Center, Washington, D.C. 

Dorothy Robinson, Esq., Vice President and General Counsel, Yale University, 
New Haven, Connecticut 

Lawrence Sadwin, President, Lifestyle Security, L.L.C., Warren, Rhode Island 
James Siedow, Ph.D., Vice Provost for Research and Professor of Biology, Duke 
University, Durham, North Carolina 

Reed V. Tuckerson, M.D., Senior Vice President, Consumer Health & Medical 
Care Advancement, UnitedHealth Group, Minnetonka, Minnesota 

Mr. Greenwood. We thank you, both Dr. Augustine, Dr. Alberts. 
And the Chair would recognize for questioning the chairman of 
the full committee, the gentleman from Texas Mr. Barton. 

Chairman Barton. Thank you, Mr. Chairman. I appreciate the 
courtesy. I have got a hearing downstairs, too, on a telecommuni- 
cations issue. So I appreciate be able to go out of turn. 

Dr. Zerhouni, I am told that in the last 5 years there have been 
about 1500 agreements covering over 500 of NIH employees that 
cover some sort of outside consulting or compensation agreement 
with someone who has business with the NIH. Does that number 
seem approximately correct to you? 

Mr. Zerhouni. I agree with your 1500 and 500 employee over 5 
years. All outside activities that we were able to record. I am not 
sure that all of them had relationships with people that had busi- 
ness with the agency. 

Chairman Barton. Okay. 

Mr. Zerhouni. I am not sure of that. 

Chairman Barton. Some sort of an agreement, maybe not a 
business relationship? 
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Mr. Zerhouni. Right. It may be all kinds of agreements, and we 
have reported that in detail to the committee. 

Chairman Barton. Okay. With some sort of a drug company or 
a biotech company? 

Mr. Zerhouni. Some of them would have relationship with drug 
companies, but not necessarily that the drug company had business 
with NIH. 

Chairman Barton. Okay. 

Mr. Zerhouni. If the company has official business with that sci- 
entist, our current rules prohibit outside activities in that context. 

Chairman Barton. Okay. 

Mr. Zerhouni. Okay. 

Chairman Barton. Well, just as an example, this is a director 
who is no longer with the agency. I will not list the gentleman’s 
name. But while he was a director of NIH, just as an example, this 
particular individual, director of the institute, he served on the 
board of directors of a private company, a biotech company and 
held one-half of the stock equity in that company. So I would think 
that was some sort of relationship. Now that gentleman is no 
longer with us. No longer with the NIH I should say. He is still 
alive and healthy. 

On December 8 the committee staff sent a request to NIH that 
asked for details on all these agreements covering 5 years. And a 
funny thing happened. Apparently a lot of those agreements that 
were in effect were terminated on the date of the letter. We don’t 
know the exact number, but it could be as many as half of the 
agreements just coincidentally all of a sudden were terminated. 
Does that strike you as a little bit odd? 

Mr. Zerhouni. Well, first of all, I think the relationship that you 
pointed out first with the Director, I think should be off limits. I 
said that the very first time. I consider stock ownership, fiduciary 
duties in an outside entity when you have a responsibility, that 
should be off limits. And I think the rules address that. 

The second about the numbers. At the time of the December 8 
subcommittee request we recorded about 228 agreements at that 
time — no, 228 scientists involved in about 300 agreements. Now do 
not hold me to the numbers. Then I requested, I said if you want 
to continue you have to put a hold on all your agreements and 
come to the newly formed — the one that I formed in November — 
the NIH Ethics Advisory Committee. In that process, two of the di- 
rectors that had been reported in the L.A. Times out of the 27 di- 
rectors we have, the two that were involved, terminated their 
agreements. And as we requested, the review — the uncertainty I 
think and perhaps what you are, I think, alluding to that perhaps 
some scientists were not so happy or were not so comfortable with 
this being reviewed by an independent panel. It says two things. 

One, the system failed and two, the new system is sending a 
message that if you want something at NIH, you are going to come 
to an independent panel that is not related to your institute or 
your ethic’s advisor, it is in the Director’s office and you had better 
be sure about what you are doing before you come forward. 

So you can look at it two ways, Mr. Chairman. 

Chairman Barton. Is it also true that when you talked earlier 
in your oral testimony that there is some things that you do not 
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have the authority to require that, that there is some Privacy rules 
that apparently apply to the entire government that overrule your 
ability to get information, but when you request legal opinion from 
the Office of General Counsel at HHS — I do not want to put words 
in your mouth. But did the Office of General Counsel encourage 
you to find a way to encourage your agency to cooperate with this 
committee or did the Office of General Counsel at HHH encourage 
you to find a way to not cooperate? Put that in your own words. 

Mr. Zerhouni. Right. 

Let me just says this, that my instructions to my staff and my 
interactions with the Office of General Counsel, reflected a desire 
to find every possible way to cooperate. And if there is, and you 
mentioned the cooperation 

Chairman Barton. I want to make sure. 

Mr. Zerhouni. Right. 

Chairman Barton. You said the Office of General Counsel told 
you to find every way to cooperate? 

Mr. Zerhouni. No, I said that. 

Chairman Barton. Oh, you said that. 

Mr. Zerhouni. I said that. I said please 

Chairman Barton. I did not ask what you said. I want to know 
what their attitude was when you asked them for 

Mr. Zerhouni. The first event was that NIH could not change 
its rule without new regulations. That was the advice we received. 
That is why we created this NIH advisory committee. 

After the December 7 media reports, we did a full analyses of ex- 
actly what happened in 1995. The Office of Government Ethics at 
the time had set some rules. 

When we were asked to provide the information you needed. 
Chairman Greenwood called me because we did not have the com- 
pensation amounts. So I immediately said, well, frankly we need to 
have them. I do not have 

Chairman Barton. But apparently those are not required under 
current regulation 

Mr. Zerhouni. They are not required under government 

Chairman Barton, [continuing] and so we have no clue what 
some of these people are being compensated for. 

Mr. Zerhouni. But, Mr. Chairman, I would like to point out this 
is not an NIH specific issue. This is Government Ethics 1993. And 
I think you will have the acting director of OGE and you will ask. 
I can assure you, this was not an option of NIH. In 1998 we re- 
quested that that disclosure be made so that we could have more 
disclosure. 

Chairman Barton. Well, let me ask, has it to your personal 
knowledge at anytime has NIH been able and actually request and 
receive compensation figures from individuals who have outside ar- 
rangements that result in financial enumeration or stock enumera- 
tion? Have you ever asked for and been able to receive that? Not 
you, but I mean NIH? 

Mr. Zerhouni. To my knowledge between 1995 and now, I do not 
think so. I do not know before 1995, Mr. Chairman. I will check 
and let you know. 

Chairman Barton. Could you find that out? 

Mr. Zerhouni. I will find that out for you. 
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Chairman Barton. Okay. Well, my time is getting close to expir- 
ing. 

If you were to make a recommendation to the Office of General 
Counsel at HHS to testify before this subcommittee voluntarily, 
what would you recommend? 

Mr. Zerhouni. That they should. 

Chairman Barton. Are you aware that we asked them and that 
particular individual said no. 

Mr. Zerhouni. No, I am not. I am not aware of that. 

Chairman Barton. Do you think that shows an attitude of co- 
operating or noncooperating with this committee? 

Mr. Zerhouni. I cannot comment, Mr. Chairman, on what they 
decide. I was not aware of that. 

Chairman Barton. Because it is no, does that indicate coopera- 
tion? You came. 

Mr. Zerhouni. And I will come again. 

Chairman Barton. Yes. I would say you are cooperating. 

Mr. Zerhouni. I will cooperate to the greatest extent I can, and 
I think we should all do that. 

Chairman Barton. All right. 

I could go, Mr. Chairman, but I am going to excuse myself to go 
downstairs. But I want this panel to understand this is the first 
hearing and NIH, to some extent, is the first agency. But this will 
not the last hearing and this will not be the last agency. We are 
going to have accountability. 

This committee is going to reestablish the oversight responsi- 
bility that former Chairman John Dingell was noted for, and we 
are going to do it on a bipartisan basis. And I would encourage you 
to encourage the people in your agency that if we ask for informa- 
tion, they can do it voluntarily or involuntarily, but they will do it. 
We are going to get to get to the bottom of this. 

And with that, I would yield back to the distinguished sub- 
committee chairman. 

Mr. Greenwood. The Chair thanks the gentleman and recog- 
nizes for 10 minutes for purposes of inquiry, the gentleman from 
Colorado. 

Ms. DeGette. Thank you, Mr. Chairman. 

Dr. Zerhouni and the other panelists, I have been thinking about 
something for a few days, which is of course the Blue Ribbon panel 
recommendations. And the whole idea, the premise you all seem to 
be coming from now is that we really should not eliminate this out- 
side income and payment, so instead what we should try to do is 
have transparency. And I frankly, I will be honest like the Chair- 
man, have some questions about that fundamental premise. 

Dr. Zerhouni, you said that a blanket prohibition might not be 
the most satisfying thing to do because scientists need to interact 
with others and outside groups in order to do their work. Would 
that be a fair summary of your statement. Doctor? 

Mr. Zerhouni. I said a blanket prohibition would be the easiest. 

Ms. DeGette. Right. 

Mr. Zerhouni. And most superficially satisfying. But I think if 
you look into it more, remember NIH has two functions. One is to 
do the research in its own laboratories and then granting. 
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Ms. DeGette. But the button line is you feel that these scientists 
need to interact 

Mr. Zerhouni. Right. 

Ms. DeGette. [continuing] with outside groups and industry to 
do their research, right? 

Mr. Zerhouni. To enhance their ability to understand research 
and translate that research into real tangible benefits. 

Ms. DeGette. Okay. Right. Why do they have to be paid large 
amounts of money to have that interaction. 

Mr. Zerhouni. Okay. 

Ms. DeGette. I mean, the money is not central to the inter- 
action, right? 

Mr. Alberts. We looks into this. If you want to consult with in- 
dustry, we were talking about that very seriously on the panel, you 
have to sign a confidentiality agreement with industry that you 
will not disclose their private information. If you are government 
employment doing it as an official duty, you are not allowed to sign 
any such agreement. 

So one of the things we explored could this contact with industry 
occur purely as unpaid official duty activity. 

Ms. DeGette. Right. 

Mr. Alberts. What we concluded was it wouldn’t happen. 

Ms. DeGette. Why? Why. 

Mr. Alberts. Because industry would refuse it. 

Ms. DeGette. You mean industry just wants to force these peo- 
ple to take money for cooperating like this? 

Mr. Alberts. Well, you can only do 

Ms. DeGette. You have the top research scientist in the country 
at NIH cooperating with private companies. And I would assume 
there is also a mutual confidentiality agreement that they will not 
disclose governmental proprietary information as well. 

Mr. Alberts. Of course. That’s true, yes. That is right. We were 
told that industry will not 

Ms. DeGette. Who told you that. Doctor? 

Mr. Alberts. Various witnesses. I cannot remember their names. 

Ms. DeGette. Would you supplement responses? 

Mr. Alberts. Legal people. 

Basically that if you are going to be on a scientific advisory 
board, for example, for a biotech company they will not have you 
do that as your official duty activity unpaid because you cannot — 
it is illegal for you to sign any confidentiality agreement that you 
will not reveal trade secrets that you learn in this relationship. 
So 

Ms. DeGette. Okay. Doctor, could you supplement your answers 
with the names of the individuals who told you that it was illegal 
to 

Mr. Alberts. We will submit that afterwards, yes. I cannot re- 
member. 

Ms. DeGette. Thank you. 

Dr. Zerhouni, did you want to clarify that? 

Mr. Zerhouni. Basically when industry works with a govern- 
ment employee under official duty activity, essentially anything 
that is done within that work product, the employee cannot receive 
any compensation. The product of that interaction is owned in part 
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by the government. So what industry wants is to have a scientist 
on his or own time, because you know, the rules are such that if 
you are doing this on your own time, the current government ethics 
rules say that this is your own work product. And that is why I 
think industry prefers to work with scientists on their own 
private 

Ms. DeGette. I completely understand that. 

Mr. Zerhouni. Right. 

Ms. DeGette. That does not go to the issue of why they have to 
be paid large amounts of money to do that, sir. 

Mr. Zerhouni. The large amounts of money, I think we can give 
you the data since we have it. We have the current data 

Ms. DeGette. I have some data right here that I am going to 
talk about in a minute. 

Mr. Zerhouni. Okay. 

Ms. DeGette. And I have some slides. But before we put those 
up, I would like to ask Dr. Augustine something. Because you 
something about it is hard to hire top tier scientists at the NIH 
without this compensation. Is that really what we are talking 
about. I mean, is that the unspoken message in this room that 
really the money we are paying these scientists, as the Chairman 
said, some of them — many of them are paid more than the Vice 
President of the United States. One of them made $290,000 on the 
government payroll last year. Is what we are really saying is we 
do not think we can hire these scientists unless we allow them to 
get private contracts for substantially more money? Is that really 
what we are saying, sir? 

Mr. Augustine. Well, you start out exactly where we were. With 
regard to compensation, the higher level scientists are clearly un- 
derpaid compared with their marketplace. 

Ms. DeGette. Right. But you know something? I am clearly un- 
derpaid compared to lawyers of my level of experience in the pri- 
vate market. I mean, people go into these jobs for public interest, 
not for the salary, I would assume. Is that not an assumption you 
thought of, too? 

Mr. Augustine. I was going to finish. I would respectfully sub- 
mit that these people are within their marketplace, the academic 
community, they are significantly underpaid. We also found that 
that probably is not the principal driver in this issue. The principal 
driver we found was their desire to be treated as other members 
of the academic community who are permitted to do consulting, 
who are permitted to interact with industry and have this two way 
exchange. 

The difficulty, if I could take a moment, as I understand it is 
that if they do this as an official duty — let me back up. If they do 
consulting with a firm, the firm obviously wants a confidentiality 
statement. You are not allowed to sign that if you are on official 
duty. Furthermore, if you are on official duty, you are not allowed 
to give preference to a single company. It would be unfair. 

Ms. DeGette. Right. I understand those are the rules. And I am 
sorry to be rushing. I only have 10 minutes to question. 

And I understand all of those concerns. But one thing we have 
found, and I know we are going to have more investigations, is that 
some of the payments that are being made by these private compa- 
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nies when the researchers are on their own time, aside from their 
NIH research, are disproportionate to the amount that people, say, 
at the University of Colorado Health Sciences Center are being 
paid, because they are the NIH and they do control big grants. In 
other words, you know, the payments they are getting may not be 
in not direct correlation to the actual work you are doing. Do you 
share that concern. Doctor? 

Mr. Augustine. We do. 

Ms. DeGette. I would think so. 

Mr. Augustine. The reason we put on the limit on as to the 
amount they could receive was exactly that consideration. But it 
should also be noted that these people that are allowed to consult 
under our recommendation are not involved in making grants. 
They have nothing to do with grant making. 

Ms. DeGette. Well, I understand that. But that may not be 
what some of the private companies are thinking. 

Here is why I am concerned. If we can show slide No. 1, we have 
some slides here to talk about the extent — now these are individ- 
uals. And I think these are in your notebooks, too. Are they in the 
notebooks? No, they are not in the notebooks. We will hand you a 
copy of it. 

These are agreements that have been authorized under NIH pro- 
cedures. I think some of these may be unauthorized under the new 
procedures Dr. Zerhouni is talking about and the Blue Ribbon 
panel, however those rules have not yet been enacted. So these fi- 
nancial agreements could happen right now. 

The first one is Michael Brownstein who is the Chief of NIMH 
Genetic Lab. He has received almost $2 million from four biotech 
firms. In each case, he is either a member of the board or the sci- 
entific advisory board or both. 

Here is my question: How can the public be assured that nothing 
he knows from his work at NIH, nothing he learns about the 
projects of competitors of these firms from his work at NIH or any 
subject involving his work at NIH will not be brought up at these 
meetings? Anybody have any idea? How do we know because he is 
making all this money from four biotech firms that there is not 
going to be any kind of crossover? Doctor 

Mr. Augustine. Well, you raised the concern we had, namely 
that we place a limit on what they can take and we ruled out stock. 

Ms. DeGette. But, Doctor, you have recommended a limit. That 
limit has not been enacted. 

Mr. Augustine. Well, we recommended it about a week ago. 

Ms. DeGette. Right. Okay. Yes, last week. 

Mr. Augustine. Hopefully, it will be. 

Ms. DeGette. With this hearing coming up this week. 

Well, let me ask you a question Dr. Zerhouni. What do you think 
Michael Brownstein is thinking about in the shower? Seriously, 
that is what you all said the standard is. 

Mr. Zerhouni. Well, I think that, and again I said that publicly 
before the Blue Ribbon panel, I say it again. I think people have 
stock, stock ownership, board positions in private entities, I do not 
think that should happen for senior officials. Even, I mean for any- 
body. I mean we are prohibiting that for everybody. 

Ms. DeGette. Is that part of the rules you are enacting? 
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Mr. Zerhouni. Yes. 

Ms. DeGette. And when do you intend to enact those rules? 

Mr. Zerhouni. ASAP. As soon as I can. 

Ms. DeGette. Okay. Let us take a look at slide No. 2. This is 
about consulting arrangements between NIH employees and drug 
and biotech firms. This is Dr. Germain, who is the Deputy Chief 
of Lymphoma Bio Section of the NIAID. Now, he is receiving 
$430,000 roughly, a little more, plus stock of an unspecified value 
from seven different companies. Even if there is no actual conflict, 
and it sure looks like there might be to me because apparently all 
he stated on his ethics forms is he is a consultant to these firms, 
how do we know that he has time to do his work and manage his 
section? 

Mr. Alberts. Okay. That is the 

Mr. Zerhouni. First of all, I think that Dr. Germain was the ob- 
ject of the media reports, so we looked very carefully at that. 

Fundamentally what we have looked at is this conflict of commit- 
ment, how much time do you really spend on these things within 
your own time as a scientist. It turns out that if you look carefully 
at Dr. Germain these are long — I mean this total for example that 
you are reporting is for over 10 years. So that what you really need 
to look at is not just the ethics consideration, and this is why we 
think we need independent peer review for every one of these 
agreements and this is what the new system is doing. 

Ms. DeGette. Okay. Just one last question. And first of all it is 
over 4 years, not 10 years at least in this slide. But second, and 
this is my question, the Blue Ribbon panel recommendation is 
$100,000 compensation and no more than 400 hours per year. That 
adds up to an 8-hour day every week of the year. I want to ask 
all of you, do you think that is reasonable for our research scientist 
at a place like NIH who are well compensated compared to other 
people who are in the public service, do you think one work day, 
or I guess Saturday, every week would be a reasonable amount of 
time for these people to be spending on outside activities? 

Mr. Alberts. That is basically the academic standard. Most uni- 
versities allow that kind of effort. 

Ms. DeGette. So your answer is yes? 

Mr. Alberts. That is the limit. And I was at Princeton for 10 
years, we were allowed this. But not on Princeton time, but we 
were allowed to spend as much as 1 day a week on outside activi- 
ties. 

Ms. DeGette. But Dr. Augustine, when you were over at Lock- 
heed Martin — ^you were at Lockheed Martin, right? 

Mr. Augustine. I retired. 

Ms. DeGette. Did they let the people their researchers take 1 
day a week for outside activities? 

Mr. Augustine. We would not. 

Ms. DeGette. Thank you. 

Mr. Greenwood. I just want to follow up on that. I just want 
to understand something before I get into my inquires here. 

One day a week for outside activities, does that leave 4 days a 
week for the NIH? 

Mr. Augustine. Extra days. 

Mr. Zerhouni. Extra days. On their own time. 
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Mr. Greenwood. That seems that they have 5 days a week that 
they are giving to us, of course. 

Mr. Zerhouni. Yes. 

Mr. Greenwood. And how do they account for that? 

Mr. Alberts. It depends. In universities they have to account in 
different ways depending on the university. 

Mr. Greenwood. Did you recommend that there he an account- 
ing process so that when I take that day, I 

Mr. Zerhouni. Right. And that is what I refer to in my fourth 
opening statement about the need for monitoring and oversight. In 
other words, the system as it stands today, Mr. Chairman, I could 
not tell you that I know for sure Dr. X is spending so many hours 
doing whatever they do. But I know for a fact that you can manage 
that if you have a data base that’s managed centrally where you 
have the requisite review not of what the scientist says, but of the 
original documents that say you should work 1 day a week at this 
place or that place so you can accumulate them in one place. 

Universities have done that. I came from a university that imple- 
mented such a system. And I think you can do it if you really cen- 
tralize it. 

Mr. Greenwood. I have questions. I mean, there are a lot of 
questions that that raises. When I talk about the swivel chair, I am 
talking about somebody sitting at a desk and saying okay. Doctor, 
you have a call from XYZ company. He takes the call or he cannot 
take the call and he calls later on an NIH phone and spends 2 
hours. Is that a system to account for all of that? 

Mr. Zerhouni. Mr. Chairman, I would sleep so much better if I 
just gave you what you want, what you are expressing, which is 
total separation firewall between the Federal agency and the pri- 
vate sector. 

Mr. Greenwood. I think there needs to be. 

Mr. Zerhouni. You know, and that would be much easier to do, 
much easier to — but having been myself a scientist at managing a 
university — Lockheed Martin is not a university. And I think we 
need to really look at that carefully and make a decision. But, 
frankly, I would be where you are if I had my full drothers, make 
my life easier. 

Mr. Greenwood. All right. Let me pose another question to you. 
Today’s Los Angeles Times reports that internal documents show 
that the Blue Ribbon panel was concerned about how little is 
known about the extent of financial ties between drug companies 
and NIH personnel. According to minutes of a closed door meeting 
early in April of that Blue Ribbon panel, the panel was “was sur- 
prised to learn that many people do not disclose at all. The panel 
thinks there needs to be an internal review that picks up signifi- 
cant financial interests.” 

The question is, I guess I should address this to Drs. Alberts and 
Augustine, do these minutes reflect the fact that many NIH em- 
ployees are not disclosing their outside consulting even to their in- 
stitutes to get approval? 

Mr. Augustine. Yes, and I will begin if you look. 

We were concerned. There are two basic mechanisms for disclo- 
sure at NIH that you are aware of that really apply to the govern- 
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ment as a whole. One has private disclosure within the agency, the 
other is more public disclosure. 

With regard to the former, which is the form 450, only people 
who are specifically prescribed to submit that form have to submit 
it. There is not a blanket group that has to submit. And so we were 
concerned that there are a large number of people that do not sub- 
mit at all, and they comply with the rules as they are written 
today. 

With regard to the latter form, the 278, the public disclosure 
form you have already heard this problem with the artifact of the 
interpretation of the legislation denies the NIH leadership the abil- 
ity to compel people to file. And that we recommended be changed 
or at least the interim steps be taken of the type that Dr. Zerhouni 
has already taken to cause more people to have to file public disclo- 
sures. 

The bottom line is that they are basically complying with the 
rules as they are written, but they need much more latitude to 
have more people disclose both publicly and privately. 

Mr. Greenwood. And we are disclosing: (a) the fact that they 
have a private consulting arrangement or; (b) the income derived 
therefrom? 

Mr. Alberts. I think this needs some clarification. There is yet 
another form, 520. So the outside activities require review process 
in the form of filing the form 520 for any new outside activity, and 
every employee as far as I know has gone through that process. So 
outside activities are covered. 

What we were talking about in our panel was well suppose a re- 
searcher inherited $10 million worth of Merck stock and held it 
and was doing something that might effect his or her activities, 
bias them by that holding. Well, there was no way unless that per- 
son was filing a form 450 for the NIH to know about that holding. 
And so what this recommendation that I talked about, rec- 
ommendation ten, focused exactly on this issue. We think the NIH 
must know the financial holdings that might be relevant as well as 
the outside activities. 

They do know about the outside activities because of form 520. 
450 deals with the financial interests, and we are not sure that 
OGE will actually allow enough 450 filers. So we recommend if 
they do not, then find some other way to get the information. 

Mr. Greenwood. Well, OGE ultimately is going to follow the 
laws and the committee is going to help the rest. 

Mr. Alberts. Yes, of course. We encourage that. 

Mr. Greenwood. But let me understand one other issue here. 
There are two ways to gather information of this kind. One is to 
say if you are engaged in this activity or if you own these stocks, 
then you need to submit a form. 

Mr. Alberts. Yes. 

Mr. Greenwood. The other one is to say everybody needs to sub- 
mit a firm. And you either affirmatively declare these things 

Mr. Alberts. Yes. 

Mr. Greenwood, [continuing] or you declare that you have no 
such entanglements. 

Mr. Alberts. The latter would be our recommendation. 

Mr. Greenwood. And the latter is your recommendation? 
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Mr. Alberts. Yes. 

Mr. Greenwood. Okay. All right. 

What is the factual basis for your statement that there are “ap- 
proximately 120 of NIH’s employees currently involved in con- 
sulting agreements?” How reliable is that statement? 

Mr. Alberts. It was mentioned, we had an extensive interaction 
with NIH staff to get information. And as you can see from the re- 
port, we started from zero knowing about any of these things ex- 
cept for a few people. Steven Potts who is the former Director of 
OGE understood these things, but most of us for the first time ever 
encountered all this complex set of forms and regulations. 

And so in preparing our report, we relied on request for informa- 
tion back and forth to NIH staff to give us the information. That 
was one of the specific requests we made, and that was the number 
we got back from 

Mr. Greenwood. So that was 120 employees affirmatively said, 
yes, I am doing that? 

Mr. Alberts. That was for the NIH data base. We did not con- 
tact the employees directly, we asked the NIH what they knew. 

Mr. Greenwood. And when you say 120 employees have these 
arrangements, that is a minute in time? 

Mr. Alberts. That is a minute in time. 

Mr. Greenwood. Right. So it could be that the next day, 40 more 
start consulting agreements. What is your sense of over the course 
of a year how many employees at NIH are involved in these con- 
sulting arrangements. 

Mr. Augustine. Mr. Chairman, we were told that there were 118 
employees in March of 2004; that’s the moment in time, involving 
196 different activities. We were told that that number is probably 
suppressed because of the attention that has been given to the 
issue at this time. It could be higher or lower. 

We do not have a projection for the future, but it was higher in 
the past. 

Mr. Greenwood. Well, did you consider asking for information 
as to the state of affairs 6 months previously or a year previously 
so that you would nullify this suppressing effect? 

Mr. Augustine. I do not have the specific data with me. I would 
be glad to provide it for the record, if possible. 

Mr. Greenwood. After reviewing the spreadsheet of consulting 
agreements data and the accompanying documentation, the com- 
mittee staff found at least 90 instances where a consulting agree- 
ment appears on an employee’s financial disclosure form, yet did 
not appear on the spreadsheet which was supposed to contain a 
comprehensive list of all agreements. Does the Blue Ribbon panel 
have any reason to believe that not all consulting agreements have 
been and are being disclosed to the agency? How can you be ceratin 
that all employees are making full disclosure? 

Mr. Augustine. I believe that the answer to that is that you 
have to depend upon the employees to comply with the rules. And 
I think one failing probably has been that the rules have not been 
adequately explained and understood by the employees. In addi- 
tion, it is probably appropriate to conduct spot checks to be sure 
that the compliance is there. 
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Mr. Greenwood. In my first question I referred to today’s L.A. 
Times story and there was a quote that was taken from minutes 
according to the L.A. Times. Arid that was the quote that I read 
that says that the panel was “was surprised to learn that many 
people do not disclose at all” etcetera. 

The NIH provided the committee the minutes of the panel’s 
closed sessions and the staff did not find any such quotes in the 
minutes. Are there draft meeting minutes that the NIH has not 
provided to the committee? 

Mr. Zerhouni. I can check into that. 

Mr. Greenwood. Either we did not get that or the L.A. Times 
made it up. 

Mr. Zerhouni. I do not know, but I can shed some light to that. 
After the article I asked Dr. Kington our Deputy where did that 
come from. And emails were the source of that, not minutes to my 
knowledge. 

Mr. Greenwood. So when the L.A. Times says that these were 
from minutes of a closed door meeting in April, you are saying that 
that is not the case. That they were from 

Mr. Zerhouni. Mr. Chairman, give me some time to look into 
that. Because this happened this morning. I really cannot — but I 
will follow up with you and tell you what our best guess is where 
that information is from. 

Mr. Greenwood. In the same L.A. Times article today it is re- 
ported that the Deputy Director Raynard Kington wrote in an 
email that he feared the panel members did not understand “that 
there is not a bright line” between those involved with intramural 
research and those involved with outside extramural research. 
Kington also wrote “I think, and I think many outside people would 
agree, that our IM, intramural scientists, should not consult with 
universities and other institutions that are funded by us,” Kington 
added. 

Dr. Zerhouni, do you agree with Dr. Kington? 

Mr. Zerhouni. I asked Dr. Kington to see if he had the email, 
and again I have the email here. I would be happy to give it to you. 

If you look at the discussion that went back and forth, you will 
see that the context of the quote and the context of the email are 
a little different. That Dr. Gottesman was talking about teaching 
writing and academic activities. Dr. Kington was talking about 
having influence over granting mechanism. And you can see 
through the email the conversation. 

I think it is healthy to have good debate about these issues, but 
I think that is the source, and I would be happy to give you the 
copy of the email I have, Mr. Chairman. 

Mr. Greenwood. Yes, we will ask you to submit that email for 
the record. 

My time has expired. And the gentleman from Maine, Mr. Allen 
is recognized is for 10 minutes. 

Mr. Allen. I thank you. Thank you all for being here. 

And, Mr. Chairman, I thank you very much for holding this par- 
ticular hearing. 

I did not hear all that you said at the beginning, so I want to 
make sure I am understanding where you are recommending we 
go. I take Dr. Zerhouni’s point about an academic institution and 
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the need for in academic institutions, most of the academics I know 
are doing something else on the side as well. But clearly this is an 
area of great concern because of the reputation of NIH, because of 
the function as an independent body doing research and yet in the 
private sector today it is pretty clear that the pharmaceutical and 
biotech industries are large, and certainly at least the pharma- 
ceutical industry is very profitable and has these networks of rela- 
tionships are being formed. And I think as Members of Congress 
we really have to be concerned about the issues that you are all 
dealing with today. 

But it sounds to me, correct me if I am wrong, there are different 
ways to go at this problem of whether or not there is a conflict of 
interest. And it sounds to me from what I picked up that one way 
is to have a review of the content of the agreement so we know 
what the agreement itself is. 

A second way would be to put some sort of cap on the amount 
of money that can be earned by any NIH employee. 

A third way is the amount of time that the employee could 
spend, and we have already discussed that. 

And a fourth way, which I do not think has been mentioned yet, 
is to really look at the nature of the outside entity, whatever cor- 
porate entity it is, whatever subsidiary relationships that it may 
have. 

So let me ask you about a few of those. The time spent. Dr. 
Zerhouni, I think you said the 400 hours a year is what is tradi- 
tional in the academic world. Do you have any idea whether for 
NIH employees who are doing consulting today that 400 hours is 
what they do, I mean 400 hours a year is sort of typical of what 
many employees are doing so far or is it more or less? And, you 
know, are we really reining them in or not when it come to the 
hours they actually would do one form of consulting or another? 

Mr. Zerhouni. I do not have this information right in front of 
me, but my experience with that is that 90 percent probably spend 
20-30 hours, 1 or 2 interactions. And then a small percentage may 
be at the 400 hours or more. 

So typically the percentage of individuals who have discoveries or 
real advances in science that would be of greater interest is very 
small in a university as well as a Federal agency. 

Mr. Allen. So a 400 hour a year restriction for NIH employees 
would be the kind of restriction that would only effect a few people 
today is what you are saying? 

Mr. Zerhouni. My sense would be that based on my experience 
people who have the opportunity to provide 400 hours are those 
who would typically have made a breakthrough discovery, know 
something that no one else knows, something like that. Well, you 
know that in a research institution it is not going to be 100 percent 
of the people, but more like 10 percent or 15 percent of the people. 
But that is my guess, and I can certainly look it up for you. 

Mr. Allen. When it comes to the review of the content of the 
agreement, I am a little bit curious about is that going to be done 
by independent panel or the NIH Ethics Advisory Committee, is 
that going to be involved in doing a sort of peer review of agree- 
ments? 
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Mr. Zerhouni. That is the idea. It should be done independently 
by individuals who are not in the reporting relationship to the per- 
son who is requesting this and are directly reporting to the director 
of the agency, so that you do not have a conflict there. 

Mr. Allen. Do you expect the committee to meet on a regular 
basis? And if so, will it make its judgments as a committee and not 
as individuals? I mean, how 

Mr. Zerhouni. The committee will meet on a regular basis. It is 
managed by the Deputy Director of NIH, Dr. Kington, and will 
make its recommendation on a regular basis as well as keeping a 
case history of every single case that comes to their attention so 
that we can over time identify patterns if we need to. 

Mr. Allen. Okay. I would like if we have time to put up some 
slides. Slide A dealing with Pfizer. You have that? 

This is one slide that basically looks at some of the more promi- 
nent drug and biotech companies that are currently paying NIH 
employees. I wanted first to note that really only Abbott Labs and 
Sobering Plough cooperated with Mr. Waxman and Mr. Brown. But 
we got information on the other firms. 

This one dealt with Pfizer. 

Just looking at this, you cannot see that, but Mr. Brewer the 
chief the molecular disease branch. Dr. Brewer, is receiving 
$19,000 a year in 2001, $16,500 in 2002, $20,000 in 2003 and 
$18,000 a year fee for the future. 

I mean, my understanding, correct me if I am wrong, is that the 
recommendation in the report is that people would be — I mean em- 
ployees would be limited to earning no more than 50 percent of 
their current income per year outside. Is that a restriction that is 
going to have a material bearing on many of the people who are 
currently NIH employees or is it a restriction that will effect only 
a tiny fraction of the current consultants? 

Anyway who would like to. 

Mr. Augustine. Mr. Allen, if I might respond. I think there is 
a fifth criterion on your list of four. I think the four were very good. 

The fifth one we felt has to do with responsibility of the indi- 
vidual at NIH. And so we would differ between a person in a lead- 
ership role, a person who is performing human subject work, a per- 
son who is overseeing an allocation of grants to the outside, and 
finally what I would call the bench scientist working entirely in the 
laboratory. 

And so I think the restrictions, the more important restriction 
rather than the dollar amount is that we would simply preclude 
those first few groups from having any outside consulting and it 
would only be the latter group that we would permit under our rec- 
ommendation to have consulting. And only then when it did not 
pose a conflict of interest with ongoing work. 

Mr. Allen. I see. So the higher up the chain you go, the less you 
can do by way of outside consulting? 

Mr. Augustine. And at the upper levels the answer is one. 

Mr. Allen. None. 

Mr. Alberts. There is also the 25 percent from any one source 
restriction that we are recommending. 
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Mr. Allen. Okay. Okay. But your position is that you think the 
50 percent of income for those to whom it applies is a restriction 
that should deal with part of this particular problem, anyway? 

Mr. Augustine. I think we would characterize it much as Dr. 
Zerhouni did. I think it will not effect the average person. But the 
person who is trying to do something extreme, I think we have 
stopped them. 

Mr. Allen. Okay. Thank you. 

Let me just check one more slide here. Slide B for Wyeth, do you 
have that? Just calling your attention to a couple of the people. 

I mean, there you have — no, these are not broken out quite the 
same way. But Melissa Kitner Triolo, almost $120,000 over 3 years. 
And Germain, the past is spread out, but the future $25,000 a 
year. 

I mean, those are numbers that you are comfortable with for peo- 
ple in their positions? Excuse me 1 second. 

I do not know where they are in the chain. 

Mr. Alberts. I do not either, so I cannot answer that question. 

Mr. Allen. Dr. Zerhouni, do you know where they are in the 
chain? 

Mr. Zerhouni. Yes. I mean. Dr. Germain is a laboratory chief 
He’s a chief of the biotech. So he is an intramural scientist. 

Mr. Allen. Yes. 

Mr. Zerhouni. Am I comfortable with them making $25,000 a 
year or half of their salary? The answer is yes, as long as it is com- 
pletely reviewed, completely disclosed and that we understand the 
content of the relationship. 

Dr. Germain is a world class immunologist who invented, discov- 
ered many of the fundamentals of immune system response. He is 
basically in the Nobel Prize equivalent category. Many people want 
to talk to him about his knowledge of immunology. 

It is going to be the case that if you look at this, many of them 
are 2500 or 10 or 15; there is a relationship between the amount 
of activity and the importance of the research of that person, typi- 
cally. 

Mr. Allen. Okay. 

Mr. Zerhouni. So that is where we need to cap. That is where 
we have to have clear rules of only so much. 

Mr. Allen. Thank you very much. 

I yield back. 

Mr. Greenwood. The Chair would announce that we face a se- 
ries of four votes now. Dr. Zerhouni, I know that you need to be 
back at NIH to meet with the President. What time do you need 
to leave here, sir? 

Mr. Zerhouni. Right now. 

Mr. Greenwood. About now? 

Mr. Zerhouni. About now, Mr. Chairman. 

Mr. Greenwood. Pardon me? 

Mr. Zerhouni. About now, Mr. Chairman. 

Mr. Greenwood. About now. Okay. 

In that case, what we will do is we will recess for these votes. 
We will return in about a half an hour. Drs. Alberts and Augus- 
tine, I assume you can remain with us? 

Mr. Augustine. Yes. 
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Mr. Greenwood. You will have time to grab some lunch. We will 
be back here as soon as the series of votes are over, which should 
be 30 minutes or so. 

And then, Dr. Zerhouni, we are probably going to ask you to 
come back at another time and drill you all over again. 

Mr. Zerhouni. Absolutely. I am sorry about the event today. 

Mr. Greenwood. So the committee will stand in recess until the 
series of votes is completed. 

[Brief recess.] 

Mr. Greenwood. Mr. Bilirakis for 10 minutes. 

Mr. Bilirakis. Thank you, Mr. Chairman. 

Let me ask you gentlemen since the Director is not here, you 
heard him make his statement where he talked about reviewing 
and he had certain steps to try to address this problem, this situa- 
tion and whatnot. I guess my question has to go with does he have 
the authority to do what is needed to be done, whatever he may 
decide? Does he have the authority? 

Mr. Augustine. Mr. Bilirakis, I think our answer to that would 
be that he does not have the total authority he needs. Part of it 
relates to his ability to compel additional people to file form 450, 
the private disclosure form. In addition, the interpretation of Title 
42 is such that it makes it very difficult for him to compel people 
to file form 278, the public disclosure form. In each case there prob- 
ably is a way around it, but in each case that way is cumbersome. 
And in the case of the form 278, he can file exceptions by positions, 
but it is a major undertaking. And every time you reorganize NIH, 
you would have to refile. 

Mr. Bilirakis. And apparently his lawyers advised him that he 
did not have the authority necessary, as I understand it. 

Mr. Augustine. Our sense has been very much that Dr. 
Zerhouni has tried mightily to comply with the rules as he under- 
stands them and the constraints that are placed on him, including 
the Privacy Act. 

Mr. Bilirakis. Well, he has told us the same thing about the al- 
location of research dollars to what disease and that sort of thing 
that he does not — I mean my impression is at least that he does 
not have the authority to do anything about that. So here he is a 
director and he is being held responsible for these particular acts 
that we are talking about and, you know, some of the other areas, 
apparently the allocation of the dollars and whatnot. 

But let me ask you then, should he have that authority? 

Mr. Augustine. The two specific authorities that I mentioned we 
believe he should have. And we tried to stand back and understand 
the context of the problem. And the issue, I think, begins with 
some years ago when there were dissimilarities throughout the 
government in conflict of interest rules. And there was a feeling 
that that was unfair to the employees and there should be more 
standardization. And as a result of that standardization, we do not 
reflect properly the uniqueness of the NIH. And I think the rules 
that are there or the intention was probably good, but they just do 
not apply very well to NIH’s situation. 

Mr. Bilirakis. So, yes. And the staff just reminded me, certainly 
your people have spent an awful lot of time on your study and your 
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recommendations and whatnot. So are we saying then that he does 
not have the authority to put all those into effect? 

Mr. Augustine. I think that some of the recommendations he 
would have to get relief from OGE and from HHS. Many of them 
he could put into place, and some he could put in temporary cir- 
cumventions, if you will. 

Mr. Alberts. Could I also refer you to the letter that we sub- 
mitted with our testimony that was addressed to Norman and I 
from Marilyn Glynn, who is the Acting Director of the Office of 
Government Ethics that deals directly with the transparency ques- 
tion and it would imply that he doesn’t have some authority he 
needs. 

Mr. Bilirakis. Well, all right. You heard the Chairman say ear- 
lier that we want to certainly make every effort to reauthorize 
NIH. We have not done that in a long time. It hasn’t, at least from 
a financial standpoint, adversely affected the working of NIH. 
Maybe in other areas it has, but the point of the matter is that it 
has continued to function and function relatively well. But we 
would like to think that we will reauthorize this year. It is a tough 
year. It is a tough year to reauthorize or legislate or anything. But 
hopefully we can work that out. 

So, I guess it is an opportunity I think to do a lot of things in 
reauthorization, and that Dr. Zerhouni previously in the hearing 
testified that he needed some congressional authority to be able to 
put his road map into effect. Somehow we are talking about in the 
other areas of authority here. So that being the case, we need your 
help. And you may have covered it in your recommendations, I do 
not know, but I do not think your recommendations have really 
gone into well the director has the authority for this, does not have 
authority for that. 

So we plead with you on behalf of the committee, I am sure the 
chairman would agree, that inputs from you in that regard would 
be very, very helpful. And, again, this year is fleeting with elections 
and that sort of thing, so sooner rather than later, obviously, in 
that regard. So there is an opportunity too, for you all to basically 
say hey. Congress this is what is needed. 

I said this, sort of tried to say it I guess in my opening state- 
ment, we do not want to do anything here to hurt the research ef- 
fort. This entire hearing and some of these problems and whatnot, 
or potential problems, the perception as we have already indicated 
is awfully important. And so, you know, keep that in mind, too. 

I had a hearing yesterday that looked like it was kind of a clear 
cut hearing, and boy we found out that we conceivably could be 
doing an awful lot of harm without realizing it as a result of 
digging into things and listening to some of the testimony. So I 
think the same thing is true to here. 

And I hesitate to do this, but I guess I am — I am trying to figure 
out in my mind in the NIH, in this booklet — well, there are spread- 
sheets but they are not numbered, and that is the problem. They 
are not numbered. But toward the end we have the list of ongoing 
consulting arrangements for IC employees. I guess it would prob- 
ably be page 4 if it were numbered. 

Mr. Augustine. I do not believe we have a copy. 
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Mr. Bilirakis. All right. Let me just go over this with you and 
see if you can respond without having it before you. 

There is a William Paul. It is funny, but I have a good friend 
back home by that name, William Paul. And his brother is a staff 
member of mine. But it is not why I picked on this. 

But he is the laboratory chief. That is his position title, outside 
organization Suntory Pharmaceuticals Research Lab LLC, and 
then also Novartis Pharmaceutical AG Science Board. The former 
or biotech is Formac Pharmaceutical. The nature of activity, mem- 
ber. What does that mean, member? He is a member of those com- 
panies? 

Mr. Alberts. It means he is a member of the scientific advisory 
board of a corporation. 

Mr. Bilirakis. A corporation? 

Mr. Alberts. Yes. Yes. Novartis is a big pharmaceutical com- 
pany and they obviously have a special board to advise them on 
science. And he — I do not know often they meet, but several times 
a year, at least. 

Mr. Bilirakis. Right. And that is against his being a consultant, 
right? Because a consultant also is on there but not in this par- 
ticular case. 

Mr. Alberts. Yes. Norman could probably explain it better than 
I can. 

Mr. Augustine. Well, I think if he was paid to serve on a advi- 
sory board, we would group that basically as being a consultant, in 
our view. 

Mr. Bilirakis. Yes. Okay. Well, and really I want to make it 
public, no reflection on Mr. Paul. I mean a person, I hate to say 
innocent until proven guilty but this is not a criminal thing. But 
my point in the manner is that he has conducted himself in the 
way he should have ethically conducted himself unless proven to 
the contrary. 

Mr. Augustine. Yes. 

Mr. Bilirakis. And so I don’t insinuate anything. 

What I am trying to understand here. He is a member or consult- 
ant with these two companies. His fee in one case from 5/1/00 to 
present was $280,000. His fee in the other case with Novartis 2/ 
1/01 to present fee is $100,000. And his travel here. And then it 
says future fee, in the first case $350,000, travel $8,000. And future 
fee in the Novartis case $120,000 over 5 years, travel expenses 
$40,000. 

And, again, I am not saying there is anything wrong here. We 
Members of Congress are accused all the time by people that are 
well, you know, I have to live on $15,000 a year and you guys are 
making X amount of government money and you are overpaid. And 
we hear that all the time. And we are accused of getting campaign 
contributions, political action committee money or whatever the 
case may be. And in 22 years there I can think of one case when 
I had a Member of Congress said to me that he had looked when 
someone was making an appointment, he looked at the rooster to 
see if that person or that association — it would not have been an 
individual — would have contributed. So I understand. We are not 
here throwing stones. 
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But can you tell me if you can, not whether this money is more 
than it should be, but what role could this person play? I mean he 
is a member, a consultant to these organizations. Pharmaceutical, 
he is also the laboratory chief. What could go wrong in terms of 
conflict, in terms of things that we are all concerned about? 

Mr. Alberts. I can answer that. First of all, I do know William 
Paul. He is a distinguished immunologist and a member of the Na- 
tional Academy of Science. 

Mr. Bilirakis. I am sure he is and I hope everybody will take 
it the right way. 

Mr. Alberts. He is a senior member of the National Academy of 
Sciences and internationally known leader in the field of immu- 
nology. 

According to the rules that allow him to do this, he cannot use 
any specific knowledge from his research at NIH in advising the 
corporation or whoever he is advising about science. He can only 
use his general knowledge of immunology. That is an important 
point. He is not allowed to take any of his official duty information 
and get compensated for it. And that, obviously, was cleared by the 
NIH review 

Mr. Bilirakis. Yes, but how could 

Mr. Alberts. So now what is he doing? 

Mr. Bilirakis. Yes, what is he doing? Who knows what kind of 
knowledge is 

Mr. Alberts. Okay, so these companies are obviously trying to 
produce drugs that will either prevent auto-immune diseases or 
deal with bacterial and virus infections. And if you are doing that, 
this is actually my field of cell biology, it is very important to know 
and deeply understand how the immune system works. So I am 
quite sure he is there because he has a deep understanding, a 
broad understanding of all of the very complex molecular inter- 
actions that make the immune system work, and he brings that to 
the corporation in ways that they cannot otherwise get. Because 
their employees, presumably, are not as distinguished and do not 
know all the things that he knows. So that would be the general 
nature of what he would be doing there. 

He would hear from them what they are trying to develop and 
say well here is what I know from my field of immunology that 
would enable you to do it better or here is why it will not work. 
And so they go through different projects one at a time with the 
scientific advisory board and get scientific advice on what the best 
direction for them to go. 

Mr. Bilirakis. All right. But if he were not the person that you 
say he is and that I would assume he is, and wanted to misuse his 
position with the NIH on behalf of these companies who are com- 
pensating him pretty darn royalty, I would say, could he do so and 
basically who would find out about it, etcetera? 

Mr. Alberts. I suppose anybody could be dishonest. I do not 
think there is any way of monitoring that from the NIH side ex- 
actly what he says inside that room. You would have to rely on his 
integrity. 

You should ask the same question to Dr. Zerhouni when he is 
here. 

Mr. Bilirakis. Yes, I would have to. Of course, he is not here. 
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Well, how much authority — could Dr. Zerhouni say, hey, no, you 
cannot do this? 

Mr. Alberts. Well, the NIH has all the authority to prevent any 
outside activity and it has the responsibility of preventing any out- 
side activity that poses a possible conflict of interest. And that is 
why before anybody could do any of these outside activities, they 
must file a form 520. And every time they have any new activity, 
they must file that form. And we are recommending that even if 
nothing has changed, they must file it at least annually, that is the 
new recommendation. 

Mr. Bilirakis. Yes. 

Mr. Alberts. So they have the full authority to prevent him 
from doing that. They have to say yes before he could do that. 

Mr. Bilirakis. I guess my time is up, trying to interpret that 
clock up there. But would it be better that should we not be paying 
these people maybe more and not basically allowing things like this 
to take place? Because of the perception out there as far as Mem- 
bers of Congress are concerned, we have had to cut out hono- 
rariums and just so many of these things, gift laws, gift ban laws 
and things of that nature. There have been some changes to the 
campaign finance whatnot because of the concerns of perception 
and image. 

Mr. Alberts. Well, there is a perception problem. We are very 
worried about that. I do not actually know William Paul’s responsi- 
bility at the NIH. If he has any responsibility for making funding 
decisions, then the answer is no according to us. If he has no such 
responsibilities, is purely a scientist, then we are recommending 
that he should be allowed to continue with the limitations. I mean, 
we have limitations. And I mean, he may be exceeding the limita- 
tions on income and hours; I do not know anything about that. But 
this would be generally allowed if it had no conflict in other stand- 
ards; no stock options, no equities, not more than 25 percent of his 
income from one source, you know all those things. 

Mr. Bilirakis. In a number of these it does say stock. That 
means they have got stock options. 

Mr. Augustine. Yes. About one-fourth hold some kind of equity. 

Mr. Bilirakis. Well, on that I say wow very loudly. 

Thank you, Mr. Chairman. 

Mr. Greenwood. The Chair thanks the gentleman, and he recog- 
nizes the gentlelady from Colorado for 10 minutes. 

Ms. DeGette. Thank you, Mr. Chairman. 

You had better watch out whenever Mr. Bilirakis says “wow” 
very loudly. 

I want to go back to this example of Dr. Paul, not to pick on him 
because it is really just an example of what I think are some of the 
ethical issues folks are facing. 

He sits on the scientific advisory board of Novartis and other or- 
ganizations. And I think what you testified. Dr. Alberts, is that he 
as part of his NIH duties, he can share his generalized scientific 
knowledge but not specific proprietary knowledge that he might 
have as a result of his activities at NIH, correct? 

Mr. Alberts. Right. 

Ms. DeGette. You need to say words. 

Mr. Alberts. Pardon? 
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Ms. DeGette. You need to speak for the record. Say yes or no. 

Mr. Alberts. That is, if you are sharing knowledge as part of 
your job that you have developed in your laboratory 

Ms. DeGette. Right. Yes or — I mean is that an accurate sum- 
mary of your statement that I did? 

Mr. Alberts. That is right. That is accurate. 

Ms. DeGette. Okay. The concern I have is this: I do not have 
such a concern about someone like Dr. Paul being dishonest. My 
concern is, first of all, he is an expert in his field. How is he going 
to know as he is sitting there giving this information whether or 
not it is proprietary information of the NIH or not? I mean, if it 
is in his field of information and he is asked to reply on something, 
is that not a very, very fuzzy line? 

Mr. Alberts. Well, I would be in exactly the same position. I am 
not in exactly that field. But I could imagine myself in the same 
position. 

Ms. DeGette. Right. 

Mr. Alberts. And I could clearly distinguish what I had done in 
my own laboratory from general knowledge 

Ms. DeGette. But what about knowledge that you had received 
from things you had done in your laboratory that then entered into 
your knowledge? 

Mr. Alberts. It is very hard to explain. But I could separate that 
personally. 

Ms. DeGette. Okay. But let me ask you a further question from 
that then. Let us say that Dr. Paul or someone else is sitting on 
one of these advisory boards, and let us say that Novartis or some 
other organization comes to them with an issue, a study they are 
going to do, and Dr. Paul has specialized knowledge of his work at 
NIH that would effect what Novartis was planning to do with that 
study, and maybe in a way that is detrimental to patients. Who is 
Dr. Paul’s fiduciary and ethical responsibility to at that point? Is 
it to Novartis to give them the information he knows that might 
affect a patient study or is it to NIH? 

Mr. Alberts. It is to NIH. And this is why we 

Ms. DeGette. Well, the what happens if Novartis goes forward 
with a study that might be detrimental 

Mr. Alberts. Oh, I am sorry, I missed you. Detrimental, I see. 
I am sorry. You are saying prevent something bad from happening. 

Ms. DeGette. Right. Well, let us say that they’re doing some 
kind of a human 

Mr. Alberts. Well, if I was in that position and I was being very 
careful, I would say I think you need to talk somebody, I would rec- 
ommend somebody else to talk to who knew the same thing. 

Ms. DeGette. But what if he is the one that knows it because 
he is the one that did the study at NIH? That is the problem 
with 

Mr. Alberts. He would give somebody who actually knows it. 
Nobody in science who 

Ms. DeGette. You can see why we are concerned about some of 
these ethical concepts. 

Mr. Alberts. Right. 

Ms. DeGette. I mean if you look at the L.A. Times series that 
we saw, why you have so many blurring of lines, correct? 
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Mr. Alberts. Yes. But I am just saying that if I was in that posi- 
tion, I could like make my way out of that without preventing 

Ms. DeGette. Do you have a 100 percent view that everyone else 
can figure that 

Mr. Alberts. Of course not. 

Ms. DeGette. Of course not. Okay. 

Now, I want to talk about some more parts of the panel rec- 
ommendations. I am not meaning to pick on you all. I think we are 
just really concerned this be clarified. 

In recommendation four of the Blue Ribbon panel the report 
states: “A research clearly should not consult with a company that 
has applied for or received a research contract from the employee’s 
own laboratory or branch.” My question is should a researcher con- 
sult with a company that is a subsidiary of the company has ap- 
plied for or received a research contract form the employee’s own 
laboratory or branch? 

Mr. Augustine. I would view the subsidiary as being the parent 
company itself in that regard. 

Ms. DeGette. Okay. Should a researcher consult with a com- 
pany that is partnered with a company that has applied for or re- 
ceived a research contract from the employee’s own laboratory or 
branch? 

Mr. Augustine. If it is partnered on the specific issue at hand, 
the answer would be no. If it was a partner in the other area, the 
answer might be yes. 

Ms. DeGette. Why the distinction between a subsidiary and a 
different company that is partnered with it? 

Mr. Augustine. Well, a subsidiary would be owned by the com- 
pany, whereas a partnership would be for a specific purpose. And 
you might have partnerships for different purposes and one pur- 
pose may have nothing to do with what this employee does. 

Ms. DeGette. Okay. That makes sense. 

Should a researcher consult with a company that has a direct fi- 
nancial interest in a company that has applied for or received a re- 
search contract from the employee’s own laboratory or branch? 

Mr. Augustine. If I understand that question correctly, I think 
the answer would be no unless it was a de minimis issue. 

Ms. DeGette. Well, how would you know that? 

Mr. Alberts. I am not clear about the question. 

Ms. DeGette. But the question is let us say company A has a 
direct financial interest in company B but they are not a sub- 
sidiary, but they have got a big investment. And the employee has 
a contract with company B. Can they also have one with company 
A? 

Mr. Augustine. My answer would still be no the way you de- 
scribed it. 

Ms. DeGette. Okay. Now do ethics officers generally conduct 
background checks to identify subsidiary partner and/or shared in- 
terest companies? 

Mr. Augustine. I do not know the answer to that. 

Mr. Alberts. I do not know the answer either. But we heard 
that NIH wanted to make a extensive data base that would provide 
that information. 

Ms. DeGette. Right. Because here is the problem 
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Mr. Alberts. We heard people say that. 

Ms. DeGette. You do not Imow that, and it is hard to know. It 
would be hard for an ethics officer to find that out. But here is why 
it is important. You know from all of the publicity Dr. Katz, who 
were talking about, was consulting with AG Sobering when his in- 
stitute had dealings with Burlac which is a U.S. subsidiary of Sobe- 
ring, right? 

Mr. Augustine. Well, without addressing the specific case, which 
we did not do, clearly it is up to the individual who is doing the 
consulting to know who owns your company and who has interest 
in it. 

Ms. DeGette. Right. And in this case. Dr. Katz disclaimed 
knowledge that his institute was a subsidiap^. So you can see how 
this would be a problem. And I guess my view would be what are 
we going to do about that? 

Mr. Alberts. I think that is a good question for Dr. Zerhouni. 

Dr. Katz would not be allowed to do any consulting in the new 
regulations that Dr. Zerhouni is supporting, because he is too high 
a level. But 

Ms. DeGette. Well, okay. 

Mr. Alberts. But we were 

Ms. DeGette. But let us take it somebody else. I mean, under 
your proposed regulations someone is going to have to figure out 
all of these relationships out. 

Mr. Augustine. Well, it is really up to the individual who wants 
to do the consulting to know 

Ms. DeGette. But how are they going to know? Because, see. Dr. 
Augustine, you see what I am saying. Is like I am asking you, 
okay, can someone have these relationships and it is yes/no, yes/ 
no. But that is not in the recommendation. And who is going to 
educate these researchers about what they have to do? 

Mr. Augustine. Yes. I would draw the parallel to the SEC rules 
where you are expected to know who you are investing in. And 
there are enforcement procedures to run tests to make sure that 
you are being honest. 

Ms. DeGette. But these rules are not similar to the SEC rules 
in the sense we are talking about institutional researchers. I do not 
think you can draw those parallel at all, because a lot of the rela- 
tionships they have people probably would not be able to have in 
the financial services industry without full disclosure. 

Mr. Augustine. I think the employer would go to the prospective 
firm that wanted to hire them as a consultant and say give me a 
list of the firms that you own or have financial interest in. 

Ms. DeGette. Okay. Maybe you could make that in your rec- 
ommendations or maybe Dr. Zerhouni can put it in his rulemaking. 

Mr. Alberts. Yes. We did not get to that detail. We said the NIH 
should take care of this problem. 

Ms. DeGette. Well, it is a thorny problem and believe me, I will 
bring it up with him. 

Let me just ask about one more of your recommendations. Rec- 
ommendation two suggests that the NIH intramural scientists 
should not be allowed to have any financial interests in or relation- 
ship with any company whose interest could be effected by their re- 
search or clinical trial “except in special circumstances.” 
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What types of special circumstances does this exception refer to? 

Mr. Augustine. Well, you picked a terrific example of the sort 
thing you struggled with. It seemed that for every policy we could 
prescribe, we ourselves could think of exceptions. 

Ms. DeGette. Right. 

Mr. Augustine. This is a great example. The example of the case 
where a medical researcher has developed a new technique that 
only that researcher has practiced or new instrument that only 
that researcher has learned to us, and to deny them participation 
in the trial would increase the risk of the trial. And so in our view 
there would be an exception in a case like that, but the exception 
would stipulate that there were special steps to be taken where 
others would monitor the work of this individual and further the 
patient would be informed. 

Ms. DeGette. Right. But the issue really is not the participation, 
it is the payment for the participation, right? 

Mr. Alberts. There is no payment here. These are people doing 
official duty work. 

Mr. Augustine. Yes. 

Ms. DeGette. Well this is called financial interest. Your rec- 
ommendation two is financial. 

Mr. Alberts. I mean there is no payment. They are doing clin- 
ical trials at the NIH. 

Ms. DeGette. Right. 

Mr. Alberts. They must not have any outside financial interest 
that could effect them. And so if this is the inventor of the tech- 
nique, they may have the patent for the technique. 

Ms. DeGette. Right. 

Mr. Alberts. There is no way you can get around that. 

And we strongly support 

Ms. DeGette. But who is going to decide — my question was 

Mr. Alberts. The director of the NIH has to decide. 

Ms. DeGette. Dr. Zerhouni is going to decide 

Mr. Alberts. Well, eventually he has to. 

Ms. DeGette. Well, what do you mean “eventually”? 

Mr. Alberts. Well, it goes to this special panel that he set up, 
NIH Ethics Advisory Committee. There is a new committee, a cen- 
tral committee which he spoke about. If they had any trouble, they 
would obviously bounce it to him. 

Ms. DeGette. What do you mean if they had any trouble? 

Mr. Alberts. The ultimate decisionmaking has to be him. If they 
thought it was ambiguous. You would have to ask them how they 
would actually do it, but let me just make the one point. 

The American Association of Medical Colleges put out a major re- 
port, I think about a year ago, which was a surprise to all — rec- 
ommendations on exactly this issue, human subject research, which 
was a very thorough well done report. 

Ms. DeGette. Yes, I am aware of it. I work a lot in human sub- 
ject research. 

Mr. Alberts. William Danforth was the Chair, I believe. 

At any rate, the panel in our report strongly supports that report 
and its recommendations, and for the NIH as well. And they have 
a specific set of procedures to be gone through in exactly this case, 
this kind of case with an oversight panel. And we would support 
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exactly those recommendations. And we could submit those rec- 
ommendations to the record, if you like? 

Ms. DeGette. I would love it. 

Mr. Alberts. Okay. 

Ms. DeGette. And, Mr. Chairman, let me just say, I am more 
confused now than when we started the day and I am really glad 
we are having a whole series of hearings on this. Because I think 
it is critically important to the research of this country, and I have 
a lot more questions. 

Thank you. 

Mr. Greenwood. The Chair thanks the gentlelady. And without 
objections, the slides presented by the gentlelady will be entered as 
part of the record. 

[The information referred to follows:] 
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Mr. Greenwood. And the Chair recognizes himself for purposes 
of inquiry. 

It seems to me, gentlemen, that I have identified two reasons 
why we need to be permitting NIH employees to have extra in- 
come, whether that income is pursuant to Title 42 , whether that 
extra income is derived from consulting, whether it is from speak- 
ing fees and so forth. And one of them is retain and recruit good 
people, and the other is to advance the science because you do not 
necessarily want the NIH science to be insular, and there is a two 
way education streaks that occurs between the scientists and pri- 
vate sectorsphere, which is good for both. Good for America. Good 
for the patients that benefit from the cures that come from all of 
that shared knowledge. 

So let us look at recruitment and retention. The question is, does 
the NIH or the Blue Ribbon panel have any actual evidence that 
NIH scientists have left because of consulting fees being cut? Was 
such data requested by the panel? Was such data requested by the 
NIH? What I am trying to get it is sort of an undischarged assump- 
tion that if you do not provide these extra enumeration, that some- 
how we will lose quality people. How do we discharge that assump- 
tion? What is the evidence of that? 

Mr. Augustine. Well, we did not gather statistical data. I am not 
sure what is available. One reason we did not, is there are so many 
other factors that bear on people leaving and not leaving. 

We did in our conversations that I mentioned that we had with 
each of the center and institute directors ask if they have encoun- 
tered situations where they had trouble recruiting a senior scientist 
or retaining a senior scientist due to salary issues and also due to 
conflict of interest issues. And with regard to the former, there 
were a number that had indicated they had had such cir- 
cumstances. So our evidence is anecdotal, but fairly convincing. 

Mr. Greenwood. Well, it would be fairly human nature to say 
hey boss if you do not pay me more I am out of here. But that may 
be the truth. 

Mr. Alberts. Let me just say a word about, we talked to some 
young scientists in closed session. We were worried they would not 
speak completely frankly in open session. We also talked to some 
in open session, so we tried both ways. 

And the young scientists who came were basically focused on 
doing public service and they were — I could tell that these were 
really outstanding people you want at the NIH. 

And one of the things — none of them were doing any outside con- 
sulting. But we asked them specifically whether they thought it 
was important that they sometime in the future have this oppor- 
tunity, and they said that it was important to them. They did not 
want to be treated as second class citizens compared to all their 
colleagues. And so from that I would take it that it would have an 
affect on their long range career plans if they thought they could 
never engage in the kind of activities that other colleagues 

Mr. Greenwood. Because of the money or because of the oppor- 
tunity, experience? 

Mr. Alberts. I do not think it is really the money, actually. 

Mr. Greenwood. Well, that is an interesting point. Because I am 
sure that there are — I would guess that there are lots of employees 
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at the NIH who are receiving excess compensation because of Title 
42 who in fact would not leave if it were not for that. 

Mr. Alberts. I do not know. I do not know. 

Mr. Greenwood. Right. But how is that determination made. In 
other words, if I am at NIH and I see all my friends are on Title 
42 and they are making an extra $50,000 a year more than I am, 
I want that. So I, how did you get that? Well, I filled out this Title 
42 form and then it got signed off by my director. In your study 
of this, is there any actual criteria used to determine who is de- 
serving of the extra cash and whether it is necessary to give that 
to them to be retained? 

Mr. Alberts. We were looking forward at policies. We did not 
have the opportunity. I must emphasize, 66 days, we all have full 
time jobs. It was a killer already. And we did not have time to look 
into 

Mr. Greenwood. You did not look into that. I mean, it is an im- 
portant point because that goes to Mr. Bilirakis’ question of re- 
sources that the taxpayers put into NIH, is it going to cure dis- 
eases or is it going to pay salaries that are in excess of what is nec- 
essary in order to keep those folks there. 

Obviously, 42 does not allow the most menial tasks, because the 
assumption is you can get the menial tasks done without paying 
the extra salary, but I have not encountered any actual criteria 
that anyone uses to decide whether someone should or should not 
qualify. 

Do you know what the turnover rates for scientists is at NIH? 

Mr. Alberts. I’m sorry, what rates? 

Mr. Greenwood. The question is what are the turnover rates for 
NIH scientists? Do we know anything about that? Do we know 
what they were 10 years ago? Do we know what they are now? 

Mr. Alberts. I do not know. 

Mr. Greenwood. Do we know whether if Title 42 has in fact 
made a difference? I mean, has anybody ever looked to see whether 
the turnover rate is lower after Title 42 was put in place to provide 
these extra salaries? 

Mr. Alberts. There is one thing I can say. I do not know the 
turnover rates, but as a scientist I could say something about the 
quality of the work being done at the NIH. And the quality of the 
scientists that are there since I came to Washington, there has 
been a major change. I came to Washington in 1993. It corresponds 
with Title 42. I cannot say it was the cause. But I was once offered 
a job at the NIH a long time ago and I did not want to go there. 
So I know what it was like then and I know what it is like now. 
And I think the quality of the science has vastly improved. 

Mr. Greenwood. Why did you not want to go? 

Mr. Alberts. Pardon? 

Mr. Greenwood. Why did you not want to go? 

Mr. Alberts. I was at the University of California, San Fran- 
cisco, and I preferred to stay there. 

Mr. Greenwood. It was not a financial decision? 

Mr. Alberts. No. No. 

Mr. Greenwood. On page 4 of your report it says “employees in 
a position to influence the financial interests of an outside entity 
such as current or possible future recipient of an NIH grant or con- 
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tract should neither receive financial benefits from the organization 
nor have a significant financial interest in it.” And Ms. DeGette 
was inquiring about this kind of thing. 

Does the term “financial benefits” as used in this statement in- 
clude financial benefits associated with an award? 

Mr. Augustine. That is a good question. If the organization — let 
me back up a little bit. 

That is a very detailed question in a specific case here. But ap- 
plying our general rule if the award were to be made by an organi- 
zation that was seeking a contract with that employee’s work 
group, we would view that as being inappropriate. And I think 

Mr. Greenwood. But let us be specific about that. Does that 
mean they have to have a current pending application in for that 
budget year, or could it be that their potential contenders down the 
road? I mean, suppose I decided that my university wants to start 
getting into the NIH game and we have not been in it much, or 
we opened up a new center for a particular kind of disease and we 
say who is the center director there, let us pay him $25,000 to 
come on out. And then maybe a year or 2 hence, we will make ap- 
plication. 

Mr. Augustine. I think the current rules on that say that if 
there is a likelihood of a future application, you cannot take a posi- 
tion with that firm or you cannot consult for it. 

Second, if unforeseen they do turn in an application for a grant, 
you then have to disqualify yourself with regarding the terms of 
the award of that grant. 

Mr. Alberts. My understanding, I guess Dr. Zerhouni should be 
here to answer that. You cannot form a new award and give it to 
an NIH employee. It has to be an award that has been around for 
a while and have a drawn track record. 

Mr. Greenwood. All awards start somewhere. 

Mr. Alberts. Yes, yes. But my position if I was director, I would 
not allow a new award to be given to an NIH employee. 

Mr. Greenwood. Although that has happened? 

Mr. Alberts. I do not know anything about it. 

Mr. Greenwood. Yes. We have got plenty of evidence to that af- 
fect. 

Also on page 4 your report states “In addition, NIH scientists 
who are recognized for outstanding scientific achievements, leader- 
ship or public service are sometimes the recipients of awards which 
may be accompanied by a cash prize. The panel believes these are 
important, even essential activities for NIH scientists, because they 
are part of the tradition of science and provide evidence of the 
value and significance of the NIH research community to the larger 
scientific community.” 

If awards are an important part of the tradition of sciences, 
raises the visibility of NIH and NIH scientists, why hasn’t the NIH 
posted a listing of the scientists who have received awards, the 
names of the awards and the citation of the award what the sci- 
entists is being honored for? Why did the Blue Ribbon panel not 
recommend that NIH post such award listings? 

Mr. Augustine. It is a terrific idea, and I wish we had thought 
of it. 

Mr. Greenwood. Okay. 
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Mr. Alberts. I did not know they did not do it. 

But, you know, I mean in general at my university. University 
of California San Francisco they advertise every award as much as 
they can. So I would assume that the NIH does that as well, but 
we did not receive any information about that. 

Mr. Greenwood. You now, if Boeing decided to give awards to 
the defense Pentagon employees, and that became the tradition, I 
mean I am sure that health care is not the only place where sci- 
entists are really smart and want to do good things. I mean, Du- 
Pont could give awards to EPA employees. What is the difference? 

Mr. Augustine. I think there are distinctions. I have struggled 
with your questions in the past. 

One distinction is that the NIH has as part of its mission to 
spread the knowledge that develops outside, whereas Boeing 

Mr. Greenwood. But you do not have to get paid for that. 

Mr. Augustine. I am sorry? 

Mr. Greenwood. But you do not have to get paid for that. 

Mr. Augustine. But that is a separate issue can come back to. 

Mr. Greenwood. Yes. But I am talking about awards. 

Mr. Augustine. Okay. I again think there are two distinctions. 
One is that Boeing has no desire to build a particular — to spread 
its information; NIH does. Second, Boeing pays a competitive sal- 
ary and the NIH at the senior levels does not. 

Mr. Greenwood. I guess what I am trying to get at is if I am 
an employee of the Environmental Protection Agency, just like 
somebody at NIH wants to save the world from some dread dis- 
ease, somebody over at EPA wants to save the world from some 
dread toxin. Same thing in terms of both altruistic, okay. And yet 
we seem to have one whole set of rules and traditions that the peo- 
ple who are saving the world through medicine, that they are so 
special that you have to treat them differently and give them prizes 
and awards and consulting fees. But some smock who is over at the 
EPA who is just trying to save the world from pollution, maybe he 
is trying to save the world from catastrophic global climate change, 
shut up do your job and take your Federal salary. 

Mr. Augustine. The question we addressed was why not just 
rule that you cannot accept awards given by companies, firms. And 
we are told that there are a number of awards that are very pres- 
tigious, long established that scientists in this field would like to 
have. There are not in the aerospace field, and I do not know about 
the EPA. 

Mr. Alberts. General Motors Cancer Fund is one such prize. 

Mr. Greenwood. In recommendation one the Blue Ribbon panel 
proposes that in addition to NIH senior management, NIH extra- 
mural employees who are responsible for program funding deci- 
sions and recommendations should not engage in outside con- 
sulting. Is the rationale for this recommendation that these extra- 
mural program administrators are high level officials who are re- 
sponsible for making funding decisions on grants, contracts and co- 
operative agreements? 

Mr. Augustine. Really it wa the latter. It was not necessarily 
that they were high level, it was just that anybody who has respon- 
sibility for grants or contracts we felt should not be prevented to 
consult. 
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Mr. Alberts. We specifically took some case studies and dis- 
cussed them. The initial review of grants is done by a panel of out- 
side people, maybe 12 people from outside. It’s called a study sec- 
tion. And it has an NIH extramural employee who is staffing that 
evaluation, initial evaluation of event. And we said specifically, the 
panel agreed, that it should extend to that level. That is not a very 
high level, but it is a very important level because it is where the 
first judgments are made about scientific quality, even though the 
staff member is just managing a group of outside scientists. The 
thought there was a possibility of perceived conflict. And so we took 
some case studies. We were not able to go through every position, 
but it does reach pretty low in that part of the NIH. 

Mr. Greenwood. Okay. In recommendation 11 you state that the 
NIH should seek additional equivalency rulings from OGE to in- 
crease the number of public filers to include the senior employees 
specified in recommendation one. 

On January 12, 2004 the HHS associate general counsel for eth- 
ics requested the Office of Government of Ethics to determine if the 
following positions be required to file public disclosure reports: In- 
stitute, center directors, IC deputy director, IC scientific directors 
and IC clinical directors. The Office of Government Ethics granted 
this request the following month. 

Does the Blue Ribbon panel consider NIH extramural employees 
covered by HHS request and OGE determination? 

Mr. Augustine. Did we consider them? 

Mr. Greenwood. The question does the Blue Ribbon panel con- 
sider NIH extramural employees to be covered by the HHS request 
and OGE determinations. 

Mr. Alberts. The senior employees. 

Mr. Greenwood. Pardon me? 

Mr. Alberts. Certainly the senior employees. 

I understand from Dr. Zerhouni’s testimony they just asked for 
500 more positions, and I assume that’s mostly what those are. I 
do not know what they are. But Dr. Zerhouni can answer. 

Mr. Greenwood. Since NIH extramural program administrators 
have high level responsibilities, why aren’t they covered in the Jan- 
uary 2004 HHS request to OGE to cover senior Title 42 officials 
under public disclosure requirements? 

Mr. Augustine. My understanding is that that was a first step, 
but that he has got additional ones he is going to ask for exceptions 
on. 

Mr. Greenwood. Okay. All right. 

I have got four more questions that I am trying to get in here. 
What did the Blue Ribbon panel mean in recommendation 18 that 
“the NIH director working with Congress should ensure that the 
agency has authority under Title 42?” 

Mr. Augustine. It was our view that some mechanism was need- 
ed to pay senior scientists beyond what’s allowed exclusive of Title 
42. We are also aware of the issue that has gone back and forth 
between the committee and the HHS as to the applicability of Title 
42 at all. 

We did not enter into that. Most of us are not lawyers. We do 
not know which side has the merit. The one thing we know is that 
there needs to some mechanism, whether it is Title 42 or some 
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other mechanism, to be sure that these people can be paid ade- 
quately. 

Mr. Greenwood. Title 42 authority used by the NIH to com- 
pensate NIH institute directors and other senior officials at annual 
salaries of up to $225,000 is section 209(f). This section provides 
that under certain circumstances special consultants may be em- 
ployed “to assist and advise in the operations of the Public Health 
Service” without regard to Civil Service laws. Do you believe that 
the statutory provision was intended to authorize the compensation 
of NIH officials already occupying continuing full time positions in 
order to evade the pay caps under the Federal Civil Service pay 
scale? 

Mr. Augustine. I think neither of us are lawyers and would not 
be qualified to opine. 

Mr. Greenwood. Without being lawyers, the question is having 
looked at this issue, we are seeing what appears to be a gap be- 
tween the intent of the law, which is to bring in special people to 
assist and advise in the operations of the Public Health Service, 
and that is a very different model than somebody who has been 
working there for years, going to continue to work there for years 
and that is their job as opposed to somebody we have to bring in 
a special consultant and that person is going to need more money 
to give us his or her time. 

Mr. Augustine. I could certainly understand that point of view 
could be defended. I could understand the point. But we really did 
not examine it at any depth. 

Mr. Greenwood. Okay. 

Last question. Does the Blue Ribbon panel have concerns that 
NIH did not work with the Congress previously on clarifying Title 
42 authority? 

Mr. Augustine. In 1985 you mean or currently? 

Mr. Greenwood. Heretofore. Recent. 

Mr. Augustine. The hiring authority of Title 42 or the pay of 
Title 42? 

Mr. Greenwood. Both, I think. 

Mr. Augustine. I guess with regard to hiring authority, we real- 
ly did not involve ourselves with that. 

With regard to compensation, our view was that the Director of 
NIH would work with whoever it takes to try to seek relief for the 
more senior employees. 

Mr. Greenwood. Okay. Thank you. You have been very gen- 
erous with your time, not only today but for the 10 weeks that you 
spent doing this work. And the committee and the country owes 
you a debt of gratitude. Thank you for your time. 

Mr. Alberts. Thank you. 

[Whereupon, the subcommittee at 2:08 p.m. was adjourned.] 
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April 19 r 2004 


Bruce Alberts 
Normani R. Augustine 
Co-Chairroen 

Blue Ribbon Panel on Conflict 
of Interest Policies 
National Institutes of Health 
Bethesda, MD 20892 

Dear Co-Chairmen Alberts and Augustine: 

I very much enjoyed meeting with the NIH Blue Ribbon Panel on 
Conflict of Interest on April 5, 2004. The Panel members asked 
very good questions, and I was happy to provide whatever assistance 
I could. In the same spirit, I also wanted to give you the benefit 
of my Office's views on a subject that did not come during my 
meeting with the Panel: public financial disclosurti. 

The Office of Government Ethics {CX3E) is mindful of concerns 
raised by Members of Congrcee and others about the level of public 
financial disclosure among higher level officials at NIH. As you 
know, OGB recently approved a request from the Department of Health 
and Human Services <HH$) for "equal classification" determinations 
to require a number of NIH officials to file public financial 
disclosure statements. Letter of Marilyn T.. Glynn, Acting 
Director, OGB, to Edgar M. Swindell, Associate General Counsel for 
Ethics, HHS, dated February 6, 2004. Moreover, we stand ready to 
evaluate any further requests for equal classification 
determinations with respect to any additional positions requested 
by the Department . 

At the same time, however, OGB believes that the issue of 
public disclosure is separate from the issue of what constitutes an 
ethically permicoiblc outside activity. First, as 1 discuss more 
fully below, OGE does not have the authority to approve any 
proposed agency supplemental regulation, pursuant hr* 5 C.r.R. 

S 2635. lOS, chat would require public financial disclosure as a 
condition of the permissibility of certain outside activities. 
Second, as I also explain below, OGE would have policy concerns 
about a I'eguiatory or legislative proposal that ties the 
permissibility of certain outside activities to the public 
disclosure of those activihiec. 
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It is important to remember that public financial disclosure 
for employees of the executive branch is governed by title I of the 
Ethics in Government Act of 1970 {BIGA) . 5 U.S.C. app. §§ 101-111. 

The legislative history of the EIGA indicates that Congress viewed 
public reporting for executive branch employees as an extraordinary 
and almost unprecedented measure. E . q . S. Rep. 170, Sess. 28 
(1977) {existing Executive order on ethics required no executive 
branch officials to file public reports); H.R. Rep. C42, Part I, 
95^” Cong., I*'" Sess. 19 (1977) (only two agency-specif ic statutes 
required public disclosure) . In view of constitutional and other 
issues concerning the privacy of employees. Congress sought *'to 
strike a careful balance between the rights of individual officials 
and employees to their privacy and the right of the American people 
to know chat their public officials are free from conflicts of 
interest." H.R. Rep. No. 800, 95'=*‘Cong-, 1‘^ Sess. 18 (1977). 

For these reasons, OOE has long held that the public reporting 
provisions of the EIGA constitute the exclusive authority under 
OGB's jurisdiction to require public financial diecloourc. OQB has 
eschewed any effort to extend public disclosure beyond the limits 
carefully prescribed by Congress in title I of that Act. Moreover, 
the EIGA Itcolf etateo that "the provisions of this title (title I] 
requiring the reporting of information shall supersede any general 
requirement under any other provision of law or regulation with 
respect to the reporting of information required for purposes of 
preventing conflicts of interest or apparent conflicts of 
interest." 5 U.S.C. app. § 107(b).* 

Therefore, OGE does not view its authority to approve agency 
supplemental standards of conduct regulations as extending to any 
additional requirements for public financial disclosure beyond 
those set out in title I of the EIGA. This would include any 
proposed supp.l emo-ncal provision conditioning the permissibility oC 
an outside activity upon the public disclosure of the activity or 
any income earned therefrom (beyond whatever public disclosure may 
be required for the employee already under title 1 of EIGA) .* 


‘Section 107(b) eveepts only tho reporting requirements of the 
Foreign Gifts and Decorations Act, 5 U.S.C. § 7342. 

^OGE ragulations do permit agencies CO impose supplemental 
financial disclosure requirements, with 03B approval, but any such 
requirements pertain only to confidential, not public, disclosure. 
See 5 C.F.R. § 2635 - 103 (a) (2) . 
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Beyond the question of 0C5B's authority under existing law, my 
Office would have policy concerns about any proposal, regulatory or 
legislative, chat ties the permissibility of certain outside 
activities to public disclosure of those activities- In our view, 
expanded public disclosure is neither a sufficient nor a necessary 
remedy for many ethical concerns about the outside activities of 
executive branch employees. 

For one thing, such a standard might carry an implicit 

message: otherwise problematic outside activities are permissible 
as long as they are publicly disclosed. From OGE'S perspective, 
outside activities chat otherwise raise serious questions under the 
Standards of Ethical Conduct for Executive Branch Employees, 

incl\ad,ing the standard prohibiting the use of public office for 

private gain, 5 C.P.R. § 263S.702, are not necessarily cleansed 

from any taint by public disclosure. We recognize that some non- 
Governmental organizations, including certain academic institutions 
and professional journals, have adopted the philosophy that public 
disclosure is sufficient to resolve ethical rro-ncems.^ However, 
this philosophy has not been adopted generally for the executive 
branch of the Federal Government. Indeed, Congress has expressly 
provided otherwise: "NTothing in thic Act [EIGA] irequiriiig Che 
reporting of information shall be deemed to authorize the receipt 
of income, gifts, or reimbursements; the holding of assets, 
liabilities, or positions; ox* the participation in transactions 
that are prohibited by law. Executive order, rule, or regulation." 

5 U.S-C, § 107(g)- Given the importance of maintaining the 
integrity of the Federal workforce, disclosure is a complement, not 
an alternative, to compliance with substantive rules of ethical 
conduct . 

Expanded public disclosure also is not necessary to address 
the most serious ethical concerns about outside octivitias. 
Pursuant to section 107(a) of the EIGA, OGE has established a 
confidential financial disclosure system for certain employees 
whose positions are not eoverod by the public reporting 


‘‘Although mere disclosure seems to be the rule for many 
organizations, there appears to have been some movement, at least 
in the area of biomedical research, toward Bub»?»tantive prohibitions 
on certain financial interests. See , e.q. . Lo, et al . , "Conflict- 
of-interest Policies for Investigators in Clinical Trials," New 
England J ou rnal of Medining . vol . 343, no. 22 (November 30, 2000); 
Cho, et al., “Policies on Faculty Conflicts of Interest at U.S. 
Universities," Journal .of the American Medical Association , 

val . 284, no. 17 (Novembear 1, 2000). 
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requirements but whose duties nevertheless pose a risk of conflict 
of interest. As we provide in our basic statement of the "policies 
of confidential financial disclosure reporting," the purpose of 
these confidential reports is to "assist an agency in administering 
its ethics program and counseling its employees." 5 C.P.R. 
5 2634 . S#ui (a) . Furthermore, agency approval requirements for 
outside activities, pursuant to 5 C.F.R. § 2635.803, assist agency 
ethics officials in helping employees to avoid outside activities 
that are inconsistent with Federal ethics requirements. If the 
confidential reporting system and any outside activity approval 
system work as intended, agency ©thiec officialo will identify the 
vast majority of potentially problematic outside activities. To 
the extent that ethical problems may have arisen with certain 
outside activitiec at Nil!, one could cottclude that Che most direct 
remedy would to be to bolster the NIH systems for reviewing 
confidential reports and outside activity requests- Expanded 
public disclosure would not appear necessary for this purpose. 

1 hope this has been helpful to the Panel in understanding the 
role and views of OGE. If you have any further questions, please 
do not hesitate to contact me, at 202“4e2-9292 . 

Sincerely, 

Marilyn L. Glynn 

Acting Director 



cc; Edgar M. Swindell 
Designated Agency 
Ethics Official 
Department of Health 
and Human Services 
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NIH - Letter 


DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 


National Institutes of Health 
Bethesda, Maryland 20892 

www.nlh.gov 


NOV 2 0 2CC3 

TO: IC Directors 

OD Senior Staff 

FROM; Director, NIH 

SUBJECT : Awards, Travel, and Official Duty and Outside Activity Approvals-ACTION 


Congress has completed the doubling of the NIH budget, which is an expression of the priority 
given to biomedical research by the American people. It is also emblematic of the trust and 
confidence the Nation’s lawmakers have in NIH and its employees. This trust is a precious 
commodity that must be maintained through outstanding performance and strict adherence to 
ethical principles. Should the public lose faith in the ability of NIH to support excellent research 
and practice high standards of ethical behavior, the biomedical research enterprise in the United 
States will lose its momentum. 

Recently Congress and the media have been scrutinizing the implementation of ethics rules at the 
NIH. They are reviewing a wide range of activities that are allowed under Federal regulations, 
including lecture awards, outside activities, consultant arrangements, and financial holdings. 

Care must be taken to ensure that we continue to adhere to strict ethical practices and that we 
avoid the perception of conflicts of interest, even in situations where remuneration or awards are 
considered permissible. 

As you know, NIH employees cannot accept compensation from outside entities for the 
performance of activities that are part of our official responsibilities. Even in cases where we are 
permitted to accept compensation for teaching, speaking, and writing on subjects within our field 
of expertise, or to accept awards recognizing our achievements, I urge you to exercise cautious 
judgment in accepting such honors. Although the applicable rules permit us to accept these 
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rewards, they also encourage us to exercise sound judgment, noting “it is never inappropriate and 
frequently prudent for an employee to decline a gift.” Each of us must ultimately assess whether 
the risk of adverse perception counsels against accepting the financial benefits associated with 
various honors. Please consider the greater good of the NIH when deciding whether to accept 
financial benefits offered in recognition of your work or public service. As the Director of NIH, I 
will not accept any financial or travel benefit offered as part of any award from an entity that 
does business with the NIH. 

Although I am confident that our system of managing conflicts of interest at NIH has been 
successful in preventing breaches of Federal ethics rules, I believe we can improve our 
performance by subjecting ethics deliberations to a more transparent process of peer review. 
Therefore, I will establish a committee to provide advice to the NIH Deputy Ethics Counselors 
on specific activities such as the acceptance of lecture awards and consulting arrangements. This 
committee will provide NIH Deputy Ethics Counselors with valuable deliberative information to 
ensure final ethics decisions are consistent with Federal rules and avoid the perception of 
conflicts. The committee will also help NIH officials determine the appropriateness of engaging 
in activities that are not part of their official duties. 

Finally, in order to coordinate better the efforts of the ethics program staff and the Office of 
Management (OM), effective immediately, copies of approved official duty clearances (required 
by our manual issuance for all IC Directors and staff) must be attached to travel paperwork when 
it is submitted to OM for approval. Please remind your employees that timely prior approval is 
required for official duty and most outside activities prior to the start of such activities. 

Thank you for your cooperation. 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 


Januajy 12, 2004 


T-4SZ P. 002/003 F-296 

i-«ji ruut^uuj 


Office of the Secreary 


Office of The Genera) Counsel 
Washington. O.C. 2D2D1 


Ms. Marilyn L. Giyna 

Acting Director 

OSce of Goveannent Ethics 

1201 New York Avenue, N-W.; Suite 500 

WaSMngton, DC 20005-3917 

Dear Glynn: 

I am ymimg to xeqmst your detensmaiion pursuant to § 1 0 1 (f) of the Ethics in Gov ernment Act 
of 197S, as amended (Title 1, 5 U.S.C. App., Piib. L. No. 95-521) (bweafter “the Acf ’)> 
certain employees of the Nadonal Institutes of Health C'JIH), by virtue of their level of authority, 
should be required to rile Public Fifiancial Disclosure Reports (SF 278s). Specirically, I leqimst 
that yon ^iteamine that Instttute/Center ^C) Directors, IC D^uty Directors, IC Scientific 
Dii^:tors, and IC Clinical Directors are of ^equal classi&cation” to die filing positions that stq 
spedfically designated in the statute by category or salary level. 

Al&ou^ these detenninatians are appropriately evaluated on a.*‘case*by-case,” ratibsr dian a 
“class or {^Kgoiy^asis, die &iir identified titles are replicated in each of the institutes and 
^triers with substantially identical funedoos; only the subject matter of each component’s 
medical research would be difierenL The Natiosal Institiites of Ifealdi will endeavor to provide 
axsy additional infbzznation that you require to make fiiis de termin ation. Inasmuch as tiiese 
functional responabiliiies were staffed under special aizthorities widiin Title 42 of the Public 
Health Service Act, I am iofonned that they do not have “position descriptions” as would 
nocmally be expected within the civil service. Accordingly, in support of this request, and in 
order to fully dmonstrate that these roles carry particularly hi^ levels of responsibility, similar 
to that of Senior Executive Service (SES) positions, please consider the following infonnafion 
protddedbyNIH: 

The NIH is presently comprised of 27 Institnles and Centers (ICs). In fiscal year 2003, the NEH 
budget was S27.9 billioa The senior leadership of each of die ICs manages tiidr respective 
budget allocations, collectively identifies nn^or areas of biomedical research wMun &e expertise 
of dbeir IC staff, establishes the research ol^ecuves and plans for titeir ICs, approves the 
iiulividual i anam ur a l research programs -vrithin die labs of the IC and the extramural res^reh 
siqjported by NIH funding, and serve as liaisons to the media, special interest groups, high 
ranking scUntific and executive officials throughout the Department of Health and Human 
Servrees and otiier federal agendes, and to Congress. They are, ax various times, involved in 
intexTBiional le^ons related to healthcare Issues, and policy development discussions at the 
Mghsst levels of the Executive Branch. 

IC Dir^tors are appointed by the Director, NIH, report directly to the Director, and are chai^d 
with fulfilling the starutory mandates established under die Public Healtii Act, Title 42 of the 
U.S. Code. IC Directors provide oveFali leadership and vision ui die natiorsal programs of die 
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NIH. Hiey are icspcaisible for integrating key national and ageircy goals, priorities, and values 
into the intrammal and extramural programs of their ICs. Along with tire MIH Deputy Dirwtors, 
they serve as key poli^ advisors to the Director, NIH, on issues such as research priorities, 
strategic planning , aoi manageniBBt. IC IMraciors regularly speak on behalf of their 
axgamzaticms before spetrial interest ^oups, the •fne/lia, and national and mtemarional scdentiftc 
eijqjsrts. rite interest of en stmpg that scigntiflp discoveries are tran^ated as broadly as possible 

into the tools, diagnostics aid pbannaceuticals of the future, they are tasked -witii fostering and 
mamTamigg woridug relationships with other NIH ICs titrough intsr-IC initiatives, and with 
devdoping and enhancing alliances vrith an e'/er-widening range of stak^olders. 

The Deputy Directors of earii of the ICs are i^ponsible for the overall management of their 
respecti^ lar^ and diverse extramural research programs. Th^ develop i£w approaches to 
funding nsearch. on mnovative high priority sbidies, often, involving the nmst vulnerable 
popuiatfons, Workiiig with die Directors of thdr ICs, they arc integral to the creation of strategic 
plans for their IC^. 

IC Scaenliilc Dinsctors znanage and coordioati; tiie in&aznural programs of eadi of the ICs. 
set iBSCTch goals and priorities, oversee the scieodfic and technical peer review of aU intxammal 
laboratozfos witiun their zespective ICs, and athrise tiie NIH in relation to agency>wide polled^. 

IC Clinit^l Directors provide scientific leadership and mgnqgernf^r for the intramural clinical 
zeseazeb performed within the ICs and the NIH Ctinical Center. They provide the infiastructure 
needed to promote hi^ quality studies of die safey and efiicacy of new and novel approaches to 
the vast an^ of human illnesses through protocol review, clinical mfonnatics, and data and 
safey manageraeoL They are responsible for creating and maintaining research environments in 
which cHnical findings infloence the direction of lab studies, and coordinate inter-IC research 
programs. 

Based i^ou the high level of responsibility associated witii each of tiiese functional titles, I 
request that you detennine foai their roles are of ^ual classification to those specifically 
designated in § 1 0 1 of the Ethics in Government Act and, therefore, that employees holding these 
^ointments are required to file public financial disclosure r^rts. 

Slmuid you need aiy additional infbimation nr wish to discuss this request, please cont^ me, at 
(202)690-7258, or Gretchen Weaver of my staf^ at (301) 594-8166. 


Sincerely, 



£>csign8ted Agency Ethics Ofiicial 

cc; Raynatd S. Kington, M.D., PkD., MJB-A 

Depuly Director, NQfc Deputy Efoics Counselor, NTH/OD 
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Office of the Secretary 


Office of the Generel Counsel 
Washington. D.C. 20201 


January 27, 2004 


MEMORANDUM 


TO: 


FROM: 


Deputy Ethics Counselors 

Ethics Contacts — = > 

Edgar M. Swindell 
Associate General Coafisel for Ethics 
Designated Agency Ethics Official 



SUBJECT: Internal Agency Procedures or Processes for Reviewing 

HHS 520 Outside Activity Request Foims 


Following consultation with die Office of Government Ethics (OGE), and pursuant to my 
auffioiity as the Designated Agency Ethics Official (DAEO) under the Ethics in Government Act 
of 1 978 and 5 C.F.R. Part 2638, I am directing that Deputy Ethics Counselors, supervisors and 
others who review and approve outside activity requests must inquire of the applicant the amount 
and type (e.g., cash, stock, or stock options) of income, compensation, fees, remuneration, 
expenses, or reimbursement that is to be received in connection witii the proposed activity. 

When evaluating any previously approved, ongoing outside activity for continued conqjliance 
with existing law, the reviewer must also inquire retrospectively as to the cumulative amotmt of 
any income or other monetary receipts (iacludUng the type or method of payment) that was 
received from the outside source in connection with the approved activity. Employees will be 
required to provide this infonnation if they desire to have their request considered or continued, 
and a failure to do so will result in denial of die request 

The infonnation diat is collected from frus review process shall be annotated in ‘Ttem Number 17" 
on the reverse of the HHS Form 520. In this maimer, the data is maintained within the existing 
govemment'Wide system of ethics records, OGE/GOVT 1 (for public filers and others) and 
OGE/GOVT 2 (for confidential filers), and is available for the routine uses therein described. 


As you know, the purpose of the prior approval process is to ensure that the proposed activity 
does not violate any statute or regulation, including the OOE Standards, 5 C.F.^ Part, 2635, and 
the HHS supplemental ethics regulation, 5 C.F.R. Part 5501 . To that end, eliciting the dollar 
amount is relevant for detennining whether the compeasanon is so excessive or di^roportionate 
to the time expended as to suggest, for example, that public office is being used for private gedn, 

5 C.F.R. § 2635.801(c); that the bribery or illegal gratuities statute is implicated, 18 U.S.G. § 201; 
or that a salary supplementation for performing official duties has been proffered, 1 8 U.S.C. § 209. 
Moreover, non-career Senior Executive Service employees who pursue outside activities are 
subject to an annual compensation limitation, currently $23,550, under 5 C.F.R. § 2636304. 
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Ihis diange is effective immediately, and all intemal agency procedure or process stetements, 
policies, or manuals used within the respective operating and staff divisions for handling HHS 
520s shall be amended to comply v«th Ais dir«:tive. Copies of these amendments shall be filed 
with the DAEO on or before February 17, 2004. 

Thank you for your cooperation in implementing this requirement. If you have any questions, 
please call the Ethics Division at (202) 690-7258. 

cc: Deputy General Counsels 

Associate General Counsels 
Chief Counsels, Regions I-X 
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Stealth Merger: 
Drug Companies 
and Government 
Medical Research 

Some of the National Institutes of Health’s 
top scientists are also collecting paychecks 
and stock options from biomedical firms. 
Increasingly, such deals are kept secret. 

By David "WiLLMAN 
Times staff Writer 

BETHESDA, Md. — "Subject No. 4" died at 1 :44 a.m. on 
June 14, 1999, in the immense federal research cUnic of the 
National Institutes of Health. 

The cause of death was clear a complication from an ex- 
perimental treatment for kidney inflammation using a drug 
made by a German company, Schertng AG. 

Among the first to be notified was Dr. Stephen I. Katz, 
the senior NIH officiaJ whose institute conducted the study. 

Unbelmown to the partici- 
pants, Katz also was a paid con- 
sultant to Schering AG. 

Katz and his insUtute staff 
could have responded to the 
death by stopping the study im- 
mediately. They also could have 
moved swiftly to warn doctors 
outside the NIH who were pre- 
scribing the drugfor similar disor- 
ders. Either step might have 
threatened the market potential 
for Schering AG's drug. They did 
■ neither. 


Questioned later. Katz said that his consulting ai^ge- 
ment with Schering AG did not influence his institute’s de- 
cisions. His work with the company was approved by NIH 
leaders. 

Such dual roles — federal research leader and drug com- 
pany consultant — are increasingly common at the NIH. an 
agency once known for independent scienUfic inquiry on be- 
half of a single client: the public. 

Two decades ago. the NIH was so distinct from industry 
that Margaret Heckler, secretary of Health and Human 
Services in the Reagan administration, could describe it as 
“an island of objective and pristine research, unUdnted by 
the influences of commercialization." 

Today, with its senior scientists collecting paychecks 
and stock options from biomedical compahles, the NIH is 
no longer an island. 

Interviews and corporate and federal records obtained 
by the Los Angeles Times document hundredsof consulting 
payments to ranking NIH officials, including: 

■ Katz, director of theNTH^s National Institute of Arthri- 
tis and Musculoskeletal and Skin Diseases, who collected 
between 4476,369 and $616,366 in company fees in the last 
decade, according to his ye^y income-disclosure reports. 
Some of his fees were rejTorted in ranges without citing ex- 
act figures. Schering AG paid Katz at least $170,000. An- 
other company paid him more than $140,000 in consulting 
fees. It won $1,7 million in grants from his institute before 
going bankrupt last year. 

■ Dr. John I. GalUn.directoroftheNlH’s Clinical Center, 
the nation's largest site of medical experiments on humans, 
who has received between $145,000 and $322,000 in fees and 
stock proceeds for his consulting from 1997 through last 
year. In one case, Gallin co-wrote an article highlighting a 
compajxy’s gene-transfer technology, while hiring on as a 
consultant to a subsidiary of that company. 

|See Scientists, PageA14] 



‘SUBJECT NO. 4’: 
Jamie Ann Jackson 
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‘If I am a scientist working in an NIH lab and I get a lot of money in consulting fees, 
then Fm going to. want to make sure that the company does very well.’ 

Public Experts on Private Payrolls 


lScieniists,from PageAl] 

m Dr. Richard C. Eastman, the 
NIK’S top diabetes researcher in 5997, 
who wrote to the Food and Drug Ad- 
mirustration that year defending a 
product without disclosing in his letter 
that he was a paid consultant to the 
manufacturer. Eastman's letter said 
the risk of liver .failure from the drug 
was “very minimal." Six months later, a 
patient, Audrey LaBue Jones, who was 
taking the drug in an NTH study that 
Eastman oversaw, suffered sudden 
liver failure and died. Liver experts 
found that the drug probably caused 
the liver failure. 

■ Dr. Ronald N. Germain, deputy 
director of a major laboratory at the 
National Institute of AUefgy and Infec- 
tious Diseases, who has collected more 
than $1.4 rniliion in company consult- 
ing fees in the last J J years, plus stock 
options. One of the companies collabo- 
rated with his laboratory on research. 
The founder of another of the compa- 
nies worked with Germain on a sepa- 
rate NlH-sponsored project. 

■ Jefifey Schlom, director of the 
National Cancer Institute's Labora- 
tory of Tumor Immunology and Bi- 
ology. who has taken $331 .500 in com- 
pany fees over 10 years. Schiom helped 
lead NlH-funded studies exploring 
wider use for a cancer drug — at the 
same time that his highest-paying cli- 
ent was seeking to make the drug 
through geneUc engineering. 

• jeflfeyM. Trent, who became sci- 
entific director of the National Human 
Genome Research Institute in 1993 
and, over the next three yeara. re- 
ported between $50;608 arid $1 63,000 in 
. industry consulting fees. Trent, who 
accepted nearly half of that income 
from a company active in genetic re- 
search, was not required to file public 
financial-disclosure statements as of 
1987. He left the government last year. 

Hidden From View 

Increasingly, outside payments to 
NTH scientists are being hidden from 
pubfic view. Relying in part on a 1998 
legal opinion, NIH officials now allow 
more than 94% of the agency’s top- 
paid employees to keep their consult- 
ing Income confidential. 

' As a result, the NIH is one of the 
most secretive agencies in the federal 
government when it comes to financial 
disclosures. A survey by The Times of 
34 other federal agencies found that all 
had higher percentages of eligible em- 
ployees Sling reports on outside in- 
come. In several agencies, every top- 
paid official submitted public reports. 


TTie trend toward secrery among 
NIH scientists goes beyond their fail- 
ure to report outside income. Many of 
them al^ routinely sign confidenti- 
ality agreements wth their corporate 
employers, putting their outside work 
under tight wraps. 

Galiin, Germain, Katz. Schlom and 
Trent each ssud that Ureir consuiting 
deals were authbrizied beforehand by 
NIH officials. and had no adverse effe'ct 
on their government work. Eastman 
declined to comment for this article. 

Dr. Arnold S. Reiman, the former 
editor of the New England Journal of 
M^icine, said that private consulting 
by government scientists posed “legiti- 
mate cause for concern." 

“If 1 am a scientist working in an 
NTH lab and I gel a lot of money in con- 
sulting fees, then I’m going to want to 
make sure that the company does very 
well." Reiman said. 

Reiman and others in the field of 
medical ethics said company pay- 
ments raised important questions 
about public health decisions made 
throughout the NIH: 

m Will judgment calls on the safety 
of individual patienU be affected by 
commercial interests? 

• Can study participants trust that 
experimental treatments are chosen 
on merit and not because of officials’ 
persona] financial interests? 

• Will scientists shade their inter- 
pretations of study results to favor 
their clients? 

■ Will officials favor their clients 
over other companies that seek NIH 
grants or collaborations? 

Conflict-of-interest questions also 
arise in the potentially lucrative 
aw'arding of patents. 

Thomas J. Kindt, the director of in- 
house research at the National Insti- 
tute of Allergy and Infectious Diseases, 
accepted $63,000 in consulting fees 
from a New York biotechnology com- 
pany, Innovir Laboratories, and 
wound up an inventor on one of its pat- 
ents. 

Asked why the government re- 
ceived no consideration, Kindt said 
that he had contributed to the “basic 
idea" while using vacation Ume. 

“No work was done on it as a gov- 
ernment employee." s^d Kindt, whose 
annual salary at the NIH is $191,200. 
His consulting with Innovir was ap- 
proved by NIH officials. Kindt said. 

Others worry that the jjrivate ar- 
rangements can undermine the public 
interest. 


’The fact that paid consulting is 
happening I find very disturbing." said 
Dr. Curl D. Furberg. former head of 
clinical trials at the National Heart, 
Lung and Blood Institute. “It should 
not be done." 

Private consulting fees tempt gov- 
ernment scientists to pursue less-de- 
serving research and to “put a spin on 
their interpretation" of study results, 
he said. 

“lienee should be for the sake rtf 
gaifiing knowledge and looking for the 
truth," Furberg said, “There should be 
no other factors Involved that can in- 
troduce bias on decision-making." 

Dr. Ruth L- Kirschstein. who as the 
deputy director or the acting director 
of the NIH since 1993 has approved 
many of the top officials' consulting ar- 
rangements, said she did not believe 
they had wmpromised the public in- 
terest. “I think NIH scientists. NIH di- 
rectors and all the staff are highly ethi- 
cal people with enormous integrity,” . 
she said. "And I think we do our busi- 
ness in the most remarkable way." 

In response to The Times' findings. 
Kirschstein said, she would "think 
about" whether administrators should 
learn more about a company’s ties to 
the NIH before approving the consult- 
ing arrangements. 

“Systems can always be tightened 
up," Kirschstein said on Oct. 29. "And 
perhaps, based on this, we will do so," 

On Nov. 20. NIH Director EUas A. 
Zerhounl told agency leaders that he 
would form a committee to help “de- 
termine the appropriat,enes8" of em- 
ployees’ consulting and other outside 
arrangements. 

“1 befleve we can Improve our pet^ 
formance by subjecting ethics delibei^ 
aiions to, a more transparent process," 
Zerhouni said In a memo. 

In a Brief telephone interview last 
week, Zerhouni said he wanted the 
NIH “to manage not just the reality, 
but the perception of conflict of Inter- 
est." ' 

"If there is something that could be 
viewed as improper, 1 think we need to 
be able to advise oiir scientists not to 
get into these relationships,” he said. 
“My sense is our scientists are people 
of goodwill." 


Temptations Abound 

The NIH traces its begiiinings. to 
the Laboratoiy of Hygiene, founded in 
1887 within a Navy hospital on Staten 
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-a think NIH scientists, NIH directors and all the staff ate highly ethical people with 
enormous integrity. And 1 think we do our business in the most remarkable way’ 

— DS. Ruth L. KiRSCHSTEW, deputaitireefor^tliellationallratUutesofHeaJth 


Island In New York, 11 became the fed- 
eral government’s first research insti- 
tution for confronting such epidemic 
diseases as cholera, diphtheria, tuber- 
culosis and smallpox. 

The laboratory’s success convinced 
Congress of its value in seeking cures 
for diseases. 

In 1938, the renamed National Insti- 
tute of Health moved to its present. 
300-acre headquarters in Belhesda, 
about nine miles north of the White 
House. 

The agency’s responsibilities ~ and 
prominence ~ have grown steadily. 

In 1948, four institutes were created 
to support work on cardiac disease, in- 
fectious diseases, dental disorders and 
experimental biology. "Institute" in 
the agency’s name became "Insli- 
.tutes." 

President Nbiori turned to the NIH 
in 1971 to lead a war on cancer. The 
agency has led the government's fight 
against AIDS. Two years ago, Presi- 
dent Bush enlisted the NIH to help 
counter biological terrorism. 

Republican and Democratic • ad- 
•'ministratlons have boosted spending 
for the 27 research centers and insti- 
tutes that compose today's NIH, Since 
1990. the annual budget has nearly 
quadrupled, to S27.9 billion this fiscal 
year. 

Senior NIH scientists are among 
the highest-paid employees in the fed- 
.eral government. ■ 

With billions of dollars in product 
sales potentially- at stake for industry, 
.and untold fortunes riding on biomedi- 
cal stock prices, commercial tempta- 
-iions abound: 

Researchers poised to make a 
•breakthrough in their, NIH labs can. 
the same day, land paid consulting po- 
:^Uons with companies eager to exploit 
•their insights and cachet. Many com- 
panies die their connections to JflH 
scientists on Web sites and in news re- 
leases, despite an agency ruie against 
the practice. Selection of a company’s 
products for an HIH study can provide 
a bankable endorsement — attracting 
investors and boosting stock value. If 
the study ^elds positive results, the 
benefits can be even greater. 

Conflicts of interest among univer- 
sity medical researchers have received 
wide attention in recent, years. U.S. 
Rep. W.J. “Biily" Tauzin (R-La.) also 
raised quesUons recently about cash 
awards that several nonprofit Institu- 
tions made to a previous director of the 
National Cancer Institute. 


The con^lUng deals between drug 
companies and fuiU-time, career em- 
ployees at the NIH, however, have 
gone all tnit unnoticed. 

The wide embrace of private con- 
sulting within Uie NIH can be traced in 
part to calls from Congress for quicker 
“translatlon“ basic federal research 
into improved treatments for patients. 

And Ibr . decades industry has 
pressed for more access to the govern- 
ment’s scientifle discoveries. 

As the number of government-held 
patents soared, companies sought leg- 
islation encouraging commercializa- 
tion of federally funded inventions. 
The proponents said the changes also 
would make 11.8.. firms more competi- 
tive wdth foreign companies whose re- 
search and development programs 
were subsidized by their governments. 

Laws enacted in the 1980s for Uie 
first time authorized formal research 
collaborations between companies 
and scientific arms of the government, 
including the NIH. Starting in late 
1986. in-house researchers at the NIH 
were permitted to arrange cooperative 
research agreements with companies. 
The agreements were intended to ben- 
efit both sides while advancing scien- 
tific discovery. 

Other changes in law permitted the 
government agencies, and the re- 
searchers. to share in future patent 
royalties for inventlons- 

The new laws said nothing about 
government employees being hired by 
the companies. 

Yel by the end of the J980s. more 
companies were putting NIH research- 
ers on their payrolls, albeit within lim- 
its imposed by the NIH. 

Agency leaders in the 1990s began 
weakening those restrictions. 

In November 1995, Ihen-NIH Direc- 
tor Harold E. Varmus wrote to all insti- 
tute and center directors, rescinding 
"immediately" a policy that had barred 
them from accepting consulting fees 
and payments of stock from compa- 
nies. 

The changes, he wrote, would bring 
the NIH ethics rules more in line with 
new, less stringent, executive branch 
standards. Loosening of restrictions 
on employees’ outside pursuits was oc- 
curring throughout the government. 
And with biomedical companies ready 
to hire, few were better positioned to 
benefit than employees at the NIH. 


Varmus’ memo — which untU now 
has not been made public — scuttled 
other restraints affecting all em- 
ployees, including a $25,000 annual 
Umit on outside Income, a prohibition 
on accepting company stock as pay- 
ment and a ilmil of 500 hours a year on 
outside activities. 

His memo also offered a narrowed 
definition of conflict of interest: 

Employees -had been barred from 
consulting for any company that col- 
laborated wiUj their NIH iab or 
branch. But Varmus said the ban 
would be applied only if the researcher 
was personalty Involved in the com- 
pany’s collaboration with thewj^ncy. 

Furberg, the former NIH official, 
said Varmus’ actions invited, at mini- 
mum. appearances of conflict of inter- 
est. 

"I’m amazed at what h^.did,” said 
Purberg, a professor at Wake Forest 
University. "And to do it in secrecy 1 
find very objectionable. This Is a criti- 
cal change in the NIH policy." 

In 1999, Varmus wrote a letter to 
the institute directors that cautioned 
them to “avoid even the appearance of 
a conflict of interest." But in an attach- 
. ment to the letter, he told them that 
employees “may briefly discuss or 
mention current work" to outsiders, in 
effect giving agency scientists permis- 
sion to reveal their unpublished, confi- 
dential research. 

Varmus, now president and chief 
executive of the Memorial Sloan-Ket- 
Lering Cancer Center in New York, de- 
clined to be interviewed for this article. 
His spokeswoman, R. Anne ITiomas, 
said that Varmus, who in 1989 shared a 
Nobel Prize for research into the ge- 
netic basis of cancer, believed that NUi 
employees should take personal re- 
sponsibility for avoiding conflicts of in- 
terest, regardless of what agency rules 
allow. 

Kirschstein, after taking over as 
Varmus’ Interim successor at the NIH 
three years ago. said in a May 2000 
speech to medical researchers that 
conflicts of interest posed *a major 
concern." 

“While the federal government was 
once the dominant force for support- 
ing clinical research, today we share 
the arena with biotechnology compa- 
nies, pharmaceutical firms and many 
others — all interested in the possibU- 
ity of financial gain from their research. 

"Profit raises issues of public trust," 
she said. “When scientific inquiry, gen- 
erates findings that can make a profit 
for the researcher and the institution, 
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THE RATION 


‘I have always received official permission to perform . . . consultations and have performed [them] 
outside of my normal NIH work schedule and according to strict government guidelines and rules.’ 

— Dn..STEPHENl.KATZ, dintUnt^lheHmiarOirilisinslilute 


Changes in 
Ethics Rules 
Came From 
the Top 


their images become clouded." 

Yet officials have lifted controls on 
consulting even as industry's stake in 
NTH research has deepened. When 
Zerhouni. the current NTH director, 
appeared before the House Subcom- 
mittee on Environment, Technology 
and Standards last year, he cited 274 
ongoing research and development 
agreements between the federal agen- 
cy and industry. 

At the same time, NIH leaders have ' 
moved to what they describe as “man- 
a^g" conflicts of interest. Employees 
are allowed to consult if they receive 
prior clearance from an administrator 
at their Institute or. in the case of most 
institute directors, from NTH head- 
quarters: 


An Honor System 

Potential conflicts are typically ad- 
dressed by ailovhng employees to sign 
“recusals." Under these agreements, 
NIH employees pledge not to partici- 
pate In decisions affecting an outside 
•client. Agency officials. Kirschstein 
said, rely on an honor system to en- 
force recusals and other conflict-of-in- 
terest rules. 

The Times found instances in which 
the recusals did not work as intended. 

In the mld-to-lale 1990s, Eastman, 
the diabetes researcher, participated 
In. a series of decisions affecting the 
drug company employing him as a con- 
sultant, despite having signed a re- 
cusal, Separately, Katz, the director of 
the arthritis institute, signed a recusal 
involving his client, Schering AO. 
which nevertheless supplied the NIH 
with the drug involved in the kidney 
patient’s death in 1999. 

Katz said that he did not know at 
the time that Schering AG was the 
maker of the drug his institute was 
testing. 

Compliance with the recusals can. 
itself, undercut the interests of the 
NIH and taxpayers, who support the 
agency, when heads of institutes ^d 
laboratories recuse themselves, they 
sometimes constrain their ability to 
carry out their government duties. 

Kirschstein, who for the last eight 
years has personaUy reviewed requests 
from the institute directors to consult 
(See Scientists, PageAlS) 


IScientisls.jTom PageAlSI 
privately for pay. said she tended to ap- 
prove the deals, unless she saw “real 
conflict." 

“IVe disapproved some — and I’ve 
appaxived many," she said. 

In her view, recusals have woriced 

\ -extremelyweirinavoidingconflictsof 

interest. 

Other present and former.officiais 
say it is difficult, if not impossible, for 
researchers to keep separate their con- 
fidential government information 
when they consult for companies. 

"You can’t police the thing," Philip 
S. Chen Jr., a senior advisor in the NTH 
director's office who has served as an 
agency scientist or administrator since 
the 1 950s. said in an interview last year. 
“Tlje rules are there — whether thej' 
follow the rules is another thing." 

A former NTH director voiced sur- 
prise at the agency's loosened ap- 
proach to conflicts of interest. 

There has been a lot of relaxation,” 
said Dr. Bemadine P. Healy. who 
served as director from 1991 to 1993. 
Before. Healy said in an interview, 
•there were very strict ethics rules for 
NIH scientists. You couldn’t have vir- 
tuaUy any connection with a companj' 
if your institute was in any way doing 
research involving their products." 

At least one vestige of the old days 
remains. 

During last year’s holiday season, 
workers were advised to reftjse gifts 

from outsiders worth more than $20. . 

“Just a reminder," ethics coordina- 
tor John C. Condray wrote, introduc- 
ing a five-page memo, “that sometimes 
gills and events can create the ajiH^ar- 
ance of a lack of impartiality." 



Where secrecy reigns 


The Ethics in Government Act has 
generally required highly paid federal 
workers to file annual financial 
disclosure reports that are open to 
public review. Many National Institutes 
of Health employees msdee or exceed 
the threshold salary of $102,168. Most 
of them have been exempted by 
changes made to their payroll status. 
Out of a total of 18,000 
NIH employees: 

Those making more than 
$102,368: 2,259 -i. 

Those subject 
to publif 
disclosure 
o( outside 
mcome: ,127 


Scarce* NIH reeorS* otmJ fnWrvieuj* 


Fewer Public Filings 

While making it easier for scientists 
to cut consulting deals, the NIH has 
made it harder for the pubUc to find 
out about them. 

The Ethics in Government Act re- 
quires yearly financial-disclosure re- 
ports from senior federal employees. 
This year, employees paid $102,168 or 
more generally must disclose outside 
income by filing a "278" form, which Is 
available for public review. Other em- 
ployees may file a "450" form — which 
does not specify the amount of money 
received from an outside party and is 
kept confidential. 

At the NIH, 2,259 employees make 
more than $102,168. according to data 
provided by the NIH. Those records 
show that 127 of the employees — 
about 6% — are filing disclosure forms 
available to the public. 

From 1997 through 2002, the num- 
ber of NIH employees filing public re- 
ports of their outside income dropped 
by about 64%, according to the agency 
records. Most of those employees have 
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switched to fiiing the conridential 450 
form. 

. At the National Institute of Allergy 
and Infectious Diseases — which- re- 
searches' treatments for AIDS and 
other iife-threatening maladies — only 
three oflidals file public reports reveal- 
ing their outside income, according to 
2<nH records. 

Officials at the NTH said that an ad- 
visory legal opinion {rom the U.S. Of- 
fice of Government Ethics gave them 
the discretion to bypass public disclo- 

Issued in 1998, the opinion said that 
the threshold for public disclosure was 
to be set, not by a federal employee's 
actual salary, but by the low end of his 
or her pay grade. If the minimum sala- 
ry in an employee’s grade is beneath 
the $102,168 threshold, he or she is ex- 
empt fhom filing a public report. 

The NIH has shifted many of its 
high-salaried employees into pay plans 
with minimums that dip below the 
threshold. 

For instance, two prominent NIH 
laboratory leaders, Schlom and Ger- 
main. make $180,400 and $179,900, re- 
spectively. Within roughly the last 
year, NIH changed each of their pay 
plans, and they now are exempt from 
public disclosure. 

They file confidential forms, which 
instruct employees to not specify the 
dollar amounts they receive from out- 
side parties. 


Asked why the NIH has assigned 
highly paid stafT to plans that elimi- 
nate pul^ic disclosure of employees' 
out^e ineotne. an NIH spokesman, 
John BurWow, jwovided a written re- 
sponse: 

Tlie primary benefit of the alter- 
nate pi^ plans is to attract and retain 
the best scientists in a hi^ly competi- 
tive environment.” 

Said Donald Ralbovsky. another 
NIH spokesman: “What it really boils 
down [to] that fewer people are filing 
278s because of changes in pay plans." 

The shift imparts an implicit mes- 
sage to employees, said Oeorge J. Ga- 
lasso, a former NIH researcher and ad- 
ministrator who retired in 1996: 

“If you*w got something to hide, 
you file a 450. If you dont, you file a 
278." 

Make>or>Break Grants 

As director of the National Institute 
of Arthritis ar>d Musculoskeletal and 
Skin Diseases, Katz is one of the few at 
the NIH who still must file public finan- 
cial-disclosure reports. 

Katz, 62. is paid $200,000 a year — 
more than members of Congress, jus- 
tices on the Supreme Court and the 
\4ce president. 

His institute leads the govern- 
ment’s research into the causes, treat- 
ment and prevention of disorders of 
the Joints, bones and overall muscle- 
skeletal system. 


With a yearly institute budget of 
$485.4 million. Katz’s d'etisions are 
watched closely by industry. The direc- 
tor’s office decides how much of the 
budget will be spent on grants and con- 
tracts coveted by companies. 

And Katz has been available for 
outside consultation: From 1993 
through 2002, Katz took between 
$476,369 and $616,365 in fees from 
seven biotech and phannaceuticaJ 
companies, according to his annual 
disclosure statements. He consulted 
whUe chief of the dermatology branch 
at the National Cancer Institute and 
continued after becoming arthritis in- 
stitute director in 1995. 

Katz saidihat his private consult- 
ing broke no rules and that he relied in 
part on Varmus’ 1995 memo while en- 
tering arrangements with companies. 

“The consultations provided my 
global knowledge as a dermatologist 
and research scientist," said in 
written responses to questions ft-om 
The Times. ‘‘I have always received of- 
ficial permission to perform these con- 
sultations and have performed these 
consultations outside of,;my normal 
NIH work schedule and according to 
strict government guidelines and 
rules." 

One of his clients was Advan«Md 
Tissue Sciences Inc. 

The struggling biotech company in 
San Diego hired Katz as a consultant 



IN DEM AND: From 7993 through 2002, Dr. Stephen 1. Katz, director of the NIH's arthritis insUlule, took between $476,369 
and $616,365 in fees from seven biotech and pharmaceutical companies, according to his annual disclosure statements. 



105 


LOS ANGELES TIM.^ 


‘Science should be for the sake of gaining knowledge and looking for the truth. 
There should be no other factors involved that can introduce bias on decision-making.’ 

— DR-CurtD. FoRBERG, JOrm^htadt^cHniet^triolsatUuNalionalHeaTi.LuTigandBloodlnsliltjU! 


A federal partner 


Some of the ways the National Institutes of Health helps biomedical companies; 

Studies: Research conducted by NIH scientists, frequently using drugs or 
technok^y from industry. 


Contracts: NIH 
outsourcing of research 
and development for 
agency studies. 




• c Grants; NIH funding of 
private-sector research. 




Consultants; NIH scientists 
consult for companies in 
exchange for personal payments 
in fees or slocks. 

Smircet: NIH VVeb t<(e ond rmmfs 


Cooperative research and development 
agreements: Collaborations between the 
NIH^tYf the private sector that share 
costs and benefits. 


in 1997. a year after he had announced 
a new NIH research initiative for bone 
and connective-tissue repair. 

Advanced Tissue installed Katz on 
its scientific advisoiy board and paid 
him . fees between $142,500 and 
$212,500 from 1997 through 2002, ac- 
cording to his income-disclosure re- 
ports. 

During that time. Katz’s institute 
pledged $1.7 million in smail-business 
research grants to the company. The 
company announced nearly every 
grant in a news release; Advanced 1^- . 
sue’s president termed the grants “an 
endorsement by the government.” 

In his written response, Katz said 
that he had signed a recusai “with- 
drawing myself from any interactions 
between Advanced Tissue Sciences 
and the government to remove any 
real or potential conflict of interest.” 
The grants were awarded foDowing 
evaiuations by NIH reviewers outside 
of Katz’s institute. 

Responsibility for administering 
the grants to Advanced Tissue was 
delegated to one of his subordinates, 
Katz said. 

The NIH policy manual says offi- 
cials may not take fees from companies 
seeking or receivirig agency grants “If 
the employee is wortdng on or involved 
in these matters" or "supervising oth- 
ers who work on these matters.” 

Katz said his subordinate "handled 
all decisions regarding these grants 
without informing me." 

However, Advanced Tissue kept 
him apprised as NIH grants were ob- 
tained, a company executive said. 

“He was informed,” said Anthony J. 
HatcUffe, the firm’s vice president for 
iesearch until its collapse a year ago. 
■We would have made a written report 
to the SAB (scientific advisory boardj 
members, twice a year. There would 
have been a report to the SAB meetings 
on all grants, all grant activities.” 

RaicliiTe said the company dealt with 
Katz’s potential conflict of interest by 
paying him in fees alone, and not stock 
options. Both men said Katz did not ad- 
vise the company on the NIH grants. 

His consultations, Katz said, were 
limited to his scientific expertise and 
“never involved, directly or indirectly, 
the preparation or discussion of ma- 
terial which could relate to any financial 
dealings between (Advanced Tissue] 
and the NIH.” 


Kirschsteln, the serdor NIH official 
who each year approved Katz’s consult- 
ing with Advance Tissue, said she did 
not learn the company held grants with 
the arthritis institute until The Times 
inquired. 

“I didn’t even know there were 
grants." Kirschsteln said. 

As it turned out. the grants would be 
among the few positive financial devel- 
opments for Advanced Tissue. 

By December 2001. Its cumulative 
net operating losses were approxi- 
mately $292.7 million. Barely a year 
later, the company entered bankruptcy 
and shut its doors, having collected 
about $1.6 million of the $1.7 million in 
small-business research grants. 

Life-and'Death D«cis!ons 

While Katz was consulting for Ad- 
vanced Tissue, he also was on the pay- 
roll of Schering AG. which made Flud- 
ara, a drug that his research staff was 
■ using as an experimental treatment for 
autoimmune diseases. 

From the lime he began consulting 
for Schering AG in 1996 through 2002, 
Katz coBecled between $170,000 and 
$240,000 in fees from the company, his 
dteclosure reports show. 

In his responses to questions, Katz 
isaid that he “first became aware" that 
Fludara was a Schering AG product 
when The Times made inquiries. 


Fludara had been approved by the 
Food and Drug Administration in 1991 
to treat leukemia, but the company 
wanted to expand its use to other dis- 
eases. a goal the NIK studies could ad- 
vance. 

Two people died in the studies con- 
ducted by Katz’s institute. 

In one study using Fludara to treat 
muscular disorders, a. patient suffered 
what agency researchers reported in 
July 1998 as a “sudden death ... not 
thought to be drug related." 

The second fatality, indisputably, re- 
sulted from the treatment. It involved 
"Subject No. 4," who had enrolled in a 
separate study, designed to treat kidney 
inflammation related to lupus, a disease 
of the immune ^tem. 

Schering AG provided Katz’s InsU- 
lute with a suppfy of Fludara and with 
analyses of patients’ blood samples 
through its U-S. affiliate, Berlex Labora- 
tories, records and Interviews show. The 
company {Uso contributed a total of 
$60,000 to the institute to support the 
research, eliciting a July 1, 1998. thank- 
you letter from Katz. 

Participants entering the study were 
warned of some risks. The NIH advised 
them that Fludara might cause darriage 
to their blood cells and that, as a result, 
“blood transfusions may be required." 
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2000. The NiH’s human protection of- 
fice had just opened an intern^ review 
of the lupiis-related study, questioning 
the researchers’ failure to protect 
against grafl-versus-host disease, as 
well as their faDure to report the death 
to agency investigators in a timely fash- 

“Dr. Katz and his scientific director 
came to me ... to tell me about a study 
in which a drug was used and there was 
a death," Klrschstein said. "They did not 
teD me the name of the drug, and did not. 
tell roe much about the study, but told 
me that they and the I department! 
were looking into it." 

In a follow-up letter two years later, 
the internal review absolwd. the insU- 
tute of responsibility for Jackson's 
death. Her husband has filed a wrong- 
ful-death lawsuit against the govern- 
ment in U.S. District Court. The lawsuit 
does not refer to Katz. 

Jackson’s mother, Carmella Tarte, 
said time had not eased her grief.. 

“We all went to the hospital, but we 
never even got to talk to her," Taite said 
in an interview. "It’s been four years 
and, well, Thanksgiving was just an- 
other day, you know? She has chDdren 
she didn’t see graduate." 


Contributors 

Times researcher Janet Lundblad in 
Los Angeles assisted in this report. 
Researchers Robert Patrick and 
Chnstophcr Chandler in Washington 
also contributed. 


About This Report 

In late 1998. the Los Angeles 
Times began examining p^- 
ments from drug companies to 
employees of the National Insti- 
tutes of Health and the agency’s 
research collaborations with m- 
dustry. This report is based on re- 
cords from the federal govern- 
ment and from companies, as well 
as scores of interviews. ' 

In early 1999, the newspaper 
first sought income-disclosure re- 
ports for all eligible employees of 
the 27 research institutes and cen- 
ters of the NIH. The newspaper, 
as of this month, had filed 36 re- 
quests with the NIH for docu- 
ments under the Freedom of In- 
formation Act. 

According to NIH staff, the 
agency has provided document 
totaling 13.784 pages, including 
annual Rnancial-dftaosure re- 
ports. memos and internal e- 
mails. 

A significant number of NIH 
employees had by "this year 
stopped filing yearly income re- 
ports that are open to public in- 
spection. To assess the relative 
extent of public financial disclo- 
sure at the NIH. 'The Times in July 
queried dozens of other federi 
agencies under the Freedom of In- 
formation Act, 

Other documentation, describ- 
ing products and hundreds of re- 
search collaborations between the 
NIH and indusUy, was retrieved 
from company and NIH Web sites, 
from filings with the Securities 
and Exchange Commission, 5uid 
from lawsuits filed in federal and 
state courts. Other related docu- 
ments were obtained . from the 
Food and Drug Administration 
under the Freedom of Infomia- 
tion Act. 
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A PRESCRIPTION FOR CONFLICTS: The wide embrace of private consulting within the National Institutes of 
Health can be traced in part to calls from Congress for quicker “translation” of federal research into improved treatmerits 
for patients. Indxistry also has pressed for more access to the government's scientific discoveries. 


National Institutes 
of Health 


Headquarters; About 300 acres in 
Bethesda. Md. 



Mission; "NIH is the steward of medical 
and behavioral research lor the nation. 
Its mission is science in pursuit of 
fundamental knowledge about the 
nature and behavior of living systems 
and the application cf that knowledge 
to extend healthy life and reduce the 
burdens of illness and disability." 

— from NIH mission statement 


Founded: In 1887 as the Laboratory of 
Hygiene. 

Organization; 27 institutes and centers 
committed to an array of scientific 
specialties; a research hospital with a 
laboratory complex. 

Affiliation: Part of the U.S. Department 
of Health and Human Services. 

Staff: About 18,000 employees; some 
45,000 fellows, research grant 
recipients and trainees. 

Budget (In billions) 


30 



5 1990; 

$7.6 billion 


O , , ^ 

‘90 -92 -94 96 '98 '00 '02 '04 

Fiscal year en<3ed Sept, 30 

Sowrce: NIH Web site 


Pebrylo 
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Opening the door 


The fohowing 1995 intern^ memo firom then-National Institutes of Health Director Harold E. Varmus eliminated or 
eased sever^ rules intended to prevent conflicts of interest among agency scientists. 

DEPARTMENT OF HEALTH & HUMAN SERVICES 

Public Health Service 


. National institutes of Health 

HOtf 0 3 HK 

' Belhesda. Matyfarid 20892 

TO: ICD Directors 

i OD Staff 

FROM: Director, NIH 



SUBJECT: Changes in NIK Policies on Outside Activities 

-\r di-^cusrfed nt the ICO Directors meeting on Septenber 21, the 
.... - ■■ recentjv -^n ?.udi*- 


'r- 




Activities Performed by High-Level officials 

High level officials may now perform the same types of 
outside activities as all other NIH eoployees. High level 
officials include the NIH Director, Deputy Directors ond 
Associate Directors, and ICD Directors and Deputy Directors, 
except Presidential appointees. 




Pago 2 - ICD Directors 

2. prohibited Source criteria for Intramural Employees 

Intramural employees may, now engage in activities for any 
outside organization except those with whom they have; direct 
official business dealings as government employees. They 
are no longer precluded from engaging in activities with 
outside organisations that had or currently have research 
agreements or contracts with the employees’ laboratory or 



4. stock as Compensation 






Employees may accept stock as payment for approved outside 
activities. The former policy prohibited the acceptance of 
stock as .full or partial payment for outside activities. 

5. Compensation Limits 


There’ is no longer a dollar limit on the amount of income 
that can be received from activities performed for one or 
more outside organizations. 
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CASE STUDY IRICHARDC. EAST MAN 

A Federal Researcher Who Defended a Client’s Lethal I^rug 


BETHESDA, Md. — When Dr. 
Richard C. Eastman talked about the 
controvereial diabetes drug Rezulin, 
doctors listened. After all, he was the 
top diabetes researcher at the Na- 
tional Institutes of Health. 

Eastman’s views were heard clearly 
in the fall of 1 997, when the Food and 
Drug Administration received reports 
of liver injury among patients taking 
thepiii. 

At the time, Eastman was supervis- 
ing a $l50-rruUjon NIH study exploring 
whether Rezulin 
or another drug 
could prevent dia- 
betes in adults 
who had slightly 
elevated blood- 
sugar levels. 

In light of the 
reports of liver m- 
jury, an FDA 
medical officer 
questioned the 
prudence of the 
NIH’s nationwide 
study. Eastman, one of four members . 
of the study's executive committee, 
said all was well. 

“At this point in lime, we consider 
the' risk of IRezulin} to be very mini- 
mal,’' Eastman told the FDA in a Nov. 
6. 1 997. letter obtained by the Los An- 
geles Times. “(Wje continue to think 
that the drug is safe.” he wrote. ‘‘The 
risk to benefit ratio in the trial contin- 
ues to be one that we think is very ac- 
ceptable.” 

Eastman signed the letter to the 
FDA using his government title, direc- 
tor of the NIH’s diabetes division. The 
letter did not disclose that he was also 
a paid consultant to Warner-Lambert 
Co., the maker of Rezulin. 

The FDA allowed the use of Rezulin 
to continue In the study. 'Wamer-Lam- 
bert went on to collect $2.1 blilJon in 
sales revenue from Rezulin before it 
was pulled from the U.S. market in 
2000 after being cited as a suspect in 
556 deaths, including 68 that involved 
liver failure. 

Some aspects of Eastman’s dual 
role were reported earlier by The 
Times. Hundreds of pages of newly ob- 
tained internal company and federal 
documents show that took 

previously unreported actions regard- 
ing the dmg. 

Reached by telephone last month. 
Eastman, 57, declined to be inter- 
viewed for this article. 


He was hired Warner-Lambert 
in October 1 995. less than Uiree weeks 
after he met with a company executive 
on behalf of the NIH to discuss the 
drug’s safety, records show. As part of 
his consultii^ arran^ment, Eastman 
spoke to diabetes “thou^t leaders" 
assembled by the company. He also 
signed a contract prohibiting him 
from disclosir^ "conSdential and pro- 
prietary information" without the 
company’s prior, ^tten consent. 

Eastman’s consulting was ap- 
proved in November 1995 by two sen- 
ior officials, including the then-direc- 
tor of the NIH diabetes institute. 

In March 1996, Eastman signed a 
federal recusal, pledging to disqualify 
himself “to judge or otherwise act | as a 
federal official] on any matter or mat- 
ters pertaining to” Rezulin's status in 
the NIH study. 

However, the NIH has no pro- 
cedure for verifying that officials com- 
ply with the terms of their own re- 
cusals. And Eastman continued to 
participate in decisions of the study’s 
four-person executive committee re- 
garding Rezulin, according to records 
and interviews. 

When the inspector general of the 
Department of Health and Human 
Services inquired years later. East- 
man said be had not thought he was 
violating his recusal, records show. 

Eastman and his boss also told the 
inspector general that they had never 
seen a 1996 memo from an NIH attor- 
ney warning Eastman; “recuse your- 
self from all official matters" involving 
Warner-Lambert. Both Eastman and 
his boss, then the deputy director of 
the diabetes institute, slated that an 
office aide had filed away the attor- 
ney’s warning before they had a 
chance to read it. 

Prom 1995 through 1997, while col- 
lecting upwards of $43,000 in consult- 
ing fees and related compensation 
from Warner-Lambert and its affili- 
ates, Eastman repeatedly defended 
Rezulin in his government capacity. 

On Nov. 28, 1997, Eastman wrote to 
the 22 physicians around the ■U;S. who 
were carrying out the NIH’s diabetes 
prevention study, telling them that 
the British distributor of Rezulin was 
about to pull the drug. 


“This is apparently, a marketingde- 
cision, rather than a regulatory one,” 
Eastman wrote. The withdrawal was 
voluntary, but it was made in consxjj- 
tation with officials at Britain’s Medi- 
cines Control Agency, who concluded 
that Rezulin was unsafe. 

An internal Warner-Lambert docu- 
ment circulated about that time 
termed Eastman and his NIH col- 
leagues "the strongest advocates for 
the safety ofthis drug." 

On May 17, 1998, a participant in 
the major NIH study that Eastman su- 
pervised suffered sudden liwr failure 
and died. 

The victim was Audrey LaRue 
Jones, a 55-year-old high school teach- 
er from East St. Louis, ill. The death 
loomed as an indictment of Rezulin 
because Jones fell into liver fbUure de- 
spite having her liver ftmctions moni- 
tored monthly, consistent with the 
product labeling. Some 580 other pa- 
tients remained on the drug in the 
NIH study. 

For nearly three weeks, Eastman 
and his colleagues on the executive 
committee held off on InfoTTning the 
patients or the other doctors conduct- 
ing the study about Jones’ death, the 
new documents show. 

On June 2, 2998, Eastman and a 
handful of other NTH officials met In 
Bethesda with the study's six-member 
data monitoring bo^ to decide 
whether to banish Rezulin from the 
experiment. 

Experts retained by the NIH to 
evaluate the case had found that Re- 
rulin probably caused the woman’s 
liver failure-.'The death certificate at- 
tributed the "underlying cause” to the 
liver faUure. 

Newly obtained handwritten min- 
utes of the NTH meeting show that 
Eastman called the case "unusual" 
and asked, “Do we want to write off 
[Rezulin] because of a very bizarre 
death?" 

The board recommended unanl- 




110 


mously that Rezulin be removed; the 
director of the NlH's diabetes insti- 
tute upheld the recommendation. . > 

On June 4, J998, 18 days after 
Jones died, the chairman of the NIH’s 
executive committee informed doc- 
tors conducting the study about her 
death. 

“It is possible that you maybe con- 
tacted ty the press," the ofBcial wrote. 
“Please be polite, but refer aJJ ques- 
tions to Dr. Richard Eastman." 

In May 2000, the inspector gen- 
eraTs office found that Eastman’s ar;i 
rangements “were reviewed and ap- ’ 
proved in accordance with the 
internal NIH regulations." 

The investigation report con- 
cluded that unsp>ecified “administra- 
tive errors . . . contributed to the ap- 
fwarance of a conflict of interest 
associated with pr. Eastman’s out- 
side activities with Warner-Lambert 
Compare." 

In June 2000. after nearly a decade 
on the Job, Eastman, whose federal 
salary was $144,000, left the NIH to 
join a medical device company based 
in Redwood City, Calif. 

Eastman was not alone in taldng 
Wamer-Lambert’s money. 

At least 12 of the 22 academic re- , 
searchers selected by the NIH to help 
conduct the nationwide study re- 
ceived company fees or research 
grants, according to records and in- 
terviews. 

The chairman of the study’s data 
monitoring board, responsible for 
protecting patienu from unnecessary 
risks, also took fees from a Warner- 
Lambert affiliate. 

— David Wn-LMAN 



David Kcnhzdv For rAc Timci 

PATIENT: Audrey LaRue Jones died cjler sudden liver/ailure in 1998 while 
in on NIH study that Dr. Ricftord C. Eastman supervised. Outside experts found 
that the drug Rezulin probably caused her liver/ailure. Eastman had defended 
thedrugwhUereceivingconsulting fees from its maker. 
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CASE Study i john i, gallin 

A Clinic Chief’s Desire to ‘Learn About Industry’ 


BETHESDA, Md. - Dr. John 1. Ga!- 
lin is director of the NUI Clinical Center 
— the nation's largest site of medical 
researeh on humans. 

Thousands of patients go there each 
year seeking experimental treatments 
that, if successM, can pioneer new 
standards of care for ail Americans. 
Drug companies, eager to get new 
products to market, vie to have their 
medicines and technologies tested in 
the NIH research. 

This places Gallin and the 600 physi- 
cians.he oversees in 
a delicate position; 

He Is an intermedi- 
ary between the 
. hopes of patients 
and the ambitions of 
industry. 

Yet Gallin, whose 
government salary 
is $225,200, has re- 
ported investments 
in eight biotechnol- 
ogy and phannaceu- 
tical companies. 

And he received between $146,000 and 
$322,000 in consulting-related stock 
proceeds and fees from 1997 through 
last year, according to his government 
filings. 

The potential for conflicts orini.erest 
is raised by Gallin’s government posi- 
tions; He is the Qinlcal Center director 
and a leader of the NIH Laboratory of 
Host Defenses, where he has helped 
manage gene therapy experiments. 

Gallin has filed recusals, pledging 
not to participate in government deci- 
sions affecting the companies in which 
he has disclosed, a financial interest. 
His outside dealings have^ been ap- 
proved by other NIH leaders. 

"I thought the experience of work- 
ing with B biomedical company would 
Sdve me an opportunity to learn about 
industry as well as broaden my expo- 
sure to current research," Gaiiin said. 
"It is necessary that all entities work 
together to improve the health of the 
nation." 

But taking industry's money, while 
at the same time avoiding the compa- 
nies in his NIH role, has proven a chal- 
lenge, as his dealings with a company 
specializir^ in gene therapy, Cell Gene- 
sys Inc., show: 

In June 1997. Gallin and his lab were 
completing work on a gene therapy 
stu^ in collaboration with industry 
partners. That same month. Cell Gene- 
sys acquired one of those partners — a 
company that had contributed crucial 
gene-lransfer technology. 


In July 1997. Cell Genesys made a 
"demand," according to GaUin: The 
company wanted the published results 
of the gene therapy study to identify 
Cell Genets as the amiributor of the 
technology — even though it had not 
performed the work. 

Gallin's top lab deputy granted the 
comparer's request^ GaBin did riot ob- 
ject. When they submitted the article 
to a journal that month fco- publication, 
the authors cited Cell Genesys as the 
contributor of ttie gene technology. On 
Sept. 3, 1 997, Gallin became a paid con- 
sultant to a Cell Genesys subsidiary, 
Ab^nixlnc. 

The article appeared in the Pro- 
ceedings of the National Academy of 
Sciences in October 1997. Describing 
the results as “encouraging news," thd 
NIH issued a news release that cred- 
ited Gallin and his lab for leading the 
research. At the company's request, 
GaUin said, the release also cited Cel! 
Genesys for providing the technolc^. 

Gailln made between $132,700 and 
$339,776 from Abgenix consulting fees 
and stock-option proceeds from 1997 
through 2002, according to his yearly 
income reports. (He reported pay- 
ments in ranges, not exact amounts.) 

Cell Genesys owned Abgenix when 
GaUin was hired and held a majority 
stake in the subsidiary until July 1998, 
records show. As of last month. Cell 
Genesys maintained a minority posi- 
tion. 

Gallin also became a shareholder in 
Cell Genesys in 1999, but for two years 
he did not disclose the holding on his 
annual financial reports. "H was an er- 
ror." GaUin swd. He sold shares in Cell 
Genesys last year for $15,000 to $50,000, 
according to his income report. 

In written responses to questions 
from the Los Angeles Times. Gallin 
said that when he was hired to consult 
. in 1997,"! was assured by Abgenix staff 
that Abgenix was an independent com- 
pany.” He added. "I did not consult for 
Cell Genesys." 

In March 2000. Gallin acknowl- 
edged the relationship between the 
two companies. He filed a recusal, say- 
ing that “since Abgenix is partially 
owned by Cell Genesys. 1 have been ad- 
vised that an activity with these out- 
side organizations may present an ac- 
tual or the appearance of a conDlct of . 
interest.” 

Regarding CeB Genesys’ requests 
that it be cited publicly as the contribu- 
tor of tlie gene-lransfer technology 
used by Ws NIH lab. Gaiiin said that he 


deferred to his deputy, who was the 
first-named author oh tHe article. 

"I had no involvement other than 
the first author informed me that this 
was to be done ” Gallin said. 

He said agency leadere approved his 
consulting and stock owmership. 

“I was very carefril to solicit advice 
from NIH leadership as to whether or 
not my acceptir^ the posiUon of serv- 
ing on the Abgenix scientific advisoiy 
board w^ a conflict that should be 
avoided," said Gaiiin, 60, who arrived at 
NIH in 1971 affer graduating from Cor- 
neU University Medical School. 

Gallin said neariy aU of his other in- 
vestments in biomedical companies 
were initiated by a financial advisor “in 
my wife's name, without her pr my con- 
sultation.” 

GaUin added. “The stock purchases 
were not with companies 1 had any rela- 
tionship with in my position at NIH. I 
listed them in my annual [NIH disclo- 
sure reports]. If I thought there was a 
possibility of a conflict 1 filed a recusal " 
He said nearly all of the holdings were 
sold by the end of last year. 

Dr. Ruth L, Kirschstein, the NTH 
deputy director, at first told The Times 
that she had never allowed an official to 
own a drug company stock if it required 
fifing a recusal. But Kirschstein later 
corrected herself, acknow3ed0ng that 
she personaDy approved recusals that 
allowed GaUin to own stock in several 
companies. 

For GaUin. avoiding matters Involv- 
ing Abgenix could grow more compli- 
cated because of its many new research 
panners. including industry giants 
Pfizer, Amgen and AstraZeneca. 

David Willman 



Dr. John 1. 
Gallin 
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CASE STUDY IRONALDN. GERMAIN 

A Federal Lab Leader Who Made $ 1 .4 Million on the Side 


BETHESDA. Md. — Dr. Ronald N. 
Germain has been a paid advisor to a 
dozen drug-development companies, a 
law Ann that specializes in patent liti- 
gation and an investment ftind that 
buys and sells biotechnology stocks. 

By his own accounting, he has col- 
lected more than $1.4 million in fees 
over the last II years and gathered 
company stock options valued' at 
$865,0(M). 

Germain’s full-time job is deputy di- 
rector of the National Institutes of 
Health's Laboratory of Immunology, 
which explores how the immun? sj^- 
tem protects against infections, cancer 
and other maladies. 

His annual gov- 
emment salary is 
$179,900 — but his 
consulting income 
surpassed it in one 
recent year and 
nearly matched it 
another year. 

He has taken 
fees from a com- 
pany collaborating Dr. Ronald N. 
formally on re- Germain 
search with his labo- 
ratory. Another company's founder 
collaborated with Germain in his NIH 
capacity. Four more of his clients had 
grants or research agreements with 
the institute that houses his lab.- He 
made plans last spring to begin con- 
sulting with a new client, a venture 
capital firm that invests in nascent bio- 
technology companies. 

In written responses to questions 
from the Los Angeles Times, Germain, 
55, said he had always followed NTH 
rides and had consulted with the ap- 
proval of agency officials. He said he 
had not made government deci.sions 
affecting companies that paid him. 

"J have a well-regarded reputation 
both insideand outside of NIH for ad- 
hering strictly to the rule preventing 
me tram revealing or using speciiTc 
knovyledge of my NIH research during 
consulting activities and for keeping all 
outside activities from having any 
bearing on the conduct of my activities 
as a {government] employee,” Ger- 
main said. 

By consulting for the companies, he 
said, "my general insight into immu- 
nology and related biomedical scien- 
ces can be used to help develop new 
drugs and treatments for Americans." 
He said he provided the law firm with 
“expert opinion on Immunological 
matters." His advice to the investment 



ftind, Germain said, c»ncemed 
“whether or not 1 believe that a par- 
. ticular techn<^dgy or approach has a 
strong scientific base." 

His consultii^ wcwk also provides 
his family with “greater financial secu- 
rity," he «dd. "This is of special impor- 
tance to me because as a former Hodg- 
kin’s lymphoma paWent, it was difficult 
until rwenHy -lo obtain adequate life 
insurance coverage while being at in- 
creased risk for an early death." 

Germain, a graduate of Harvard 
Medical School, has be^ deputy dir^- 
tor of his laboratory, housed in the Na- 
tional Institute erf Allergy and Infec- 
tious Diseases, since 1987. - 

He was warned about conflicts of 
interest two years ago by an.NIH law- 
yer. Karen Santoro. 

But the lawyer’s concern focused 
only on Germain’s investments in mu- 
tual funds composed of biotech and 
health-care companies, some of which 
held contracts with his NIH lab. “Each 
underlying company may pose a po- 
tential conflict," Santoro told Germain 
in a May 11, 2001 e-mail. 

Two companies on the mutual fund 
list were consulting clients for Ger- 
main. Yet Santoro’s e-mail said noth- 
ing about the fees and stock options 
they and other companies were paying 
him. 

Germain. In an e mail to Santoro 
three days later, agreed to exchange 
his securities for " holdings that are not 
concentrated In the health and biotech 
areas." 

Germain told The Times. “Ms. 
Santoro was ffilly aware of all my con- 
sulting arrangements and compensa- 
tion." 

Many firms for which Germain has 
consulted have sought to develop 
products in the same frontiers he or 
others at the NIH explore, including: 

■ Genetics Institute, a Massachu- 
setts-based branch of an industry ti- 
tan, Wyeth. 

In 2001, Genetics Institute and Ger- 
main’s lab entered a formal collabora- 
tion called a cooperative research and 
development agreement, or CRADA. 
to study the effect that genes have on 
the Immune system. That same year. 
GeneUcs Institute paid Germain 
$37,500 in fees. Germain accepted 
$25,000 last year. 

From 1992 through 2002, the com- 
pany paid him a total of $322,749, ac- 
cording to Germain’s annual income- 
disclosure reports. 

Officials at the NIH have continued 


to approve Germain’s consulting with 
Genetics Institute despite a provision 
in the agency’s policy manual forbid- 
ding employees from taking fees paid 
by a company that is collaborating 
with their labs. WhUe the poUcy re- 
mains on the books, a 1995 memo ftx)m 
the NIH director said it would be en- 
forced only if the researcher was di- 
rectly involved in the coUaboration. 

Germain said that he was not in- 
formed in advance that Genetics Insti- 
tute and his NIH lab had taken steps to 
formally coDaborate. When he did 
learn this. Germain said, he ap- 
proached his institute’s ethics office. 

“The decision was that my consult- 
ing arrangement, having predated the 
{collaborative agreement], did not 
need to be terminated." Germain said. 

■ Mojave Therapeutics Inc., a bio- 
tech company developing treatments 
for cancer and viral diseases. 

From 1998 through 2002, the New 
York firm Germain $93,929, plus 
stock and stock options worth up to 
$15,000. Germain has been a member 
of Mojave’s scientific advisory board. 

Mojave calls itself a leader in devel- 
oping “heat-shock" proteins as poten- 
tial therapeutic agents. 

While consulting for Mojave, Ger- 
main. in his capacity as an NIH scien- 
tist, co-wrote a June 2000 journal arti- 
cle describing the role of heat-shock 
proteins. His co-authors included two 
scienti-sts af/lliated with Mojave, which 
posted the study on the company Web 
site. 

Germain said he did not consider 
the study a collaboration with Mojave 
researchers and did not know the artl-' 
cle appeared on the Web site. 

The 2000 article, he said, reflected 
work done In his NIH lab in “an aca- 
demic collaboration" with researchers 
at the Memorial Sloan-Kettering Can- 
cer Center, Germain said the project 
“did not involve Mojave..’ 

However, one of his co-authors,' 
James E. Rothman, was a founder of 
Mojave and served, with Germain, on 
its scientific advisory board. Rothman 
also is an executive at Sloan-Kettering. 
The other co-author accepted a posi- 
tion at Mojave during the study. 

Asked about these circumstances, 
Germain saud that he had known 
about his coUaborators’ ties to Mojave, 
but he considered the work to be only 
with Sloan-Kettering. 

Germain said he had told Rothman 
“that 1 would continue the research 
with Sioan-Kettering only if it were 
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kept separate from the activities of the 
company.” adding: 

“I was not a party to the company's 
posting of this published paper on 
their Web site and was in fact unaware 

of this Given that Dr. Rothman is 

an author on the paper, 1 had no ri^t 
to demand that the company not dis- 
play the work on its Web site after it 
Was published." 

Rothman declined throu^ an aide 
to be interviewed. 

Germain said that while the re- 
search was being done. "1 informed ray 
immediate supervisor at NIH of the 
situation," He noted that his lab’s 
work with heat-shock proteins pre- 
dated the collaboration. 

■ Alexion Pharmaceutical Inc., a 
Connecticut company developing 
antibody-based drugs forcardiovasfM- 
lar and autoimmune disorders and 
cancer. 

Alexion collaborated with Ger- 
main’s lab from 1993 to 1997 under a 
CRADA. 

In 1994, Alexion announced the 
NIH had signed an agreement giving 
the company •‘worldwide exclusive 
rights to U.S. an<j foreign patent fil- 
ings" for discoveries that might result 
from the collaboration. When the com- 
pany reported financial results in 1996, 
ilsaid theNlH collaboration and fund- 
mghad helped to reduce losses. 

Germain became a paid consultant 
to Alexion in 1 998, about a year after 
his lab finished collaborating with the 
company. Over the next five years, he 
accepted $53,000 In fees, plus vested 
stock options worth up to $100,000. 

Germain joined Alexion’s scientific 
advisory board, he said, at the behest 
of ah' executive who used to work at 
the NIH with him. 

“He was interested in my acting as 
a consultant for a long time, both pre- 
ceding and during the period of the 
CRADA," Germain said. *1 agreed to 
take the position only after the CRA- 
DA ended." 

Alexion 's head of research, Stephen 
P. Squinto, said the company reli^ on 
Germain and the other scientific 
board members to review its programs 
"and potentially introduce us to some 
newer things, newer technologies or 
drug targets," 

• Cell Genesys Inc., a developer of 
therapeutic cancer vaccines and gene 
therapies for AIDS and other life- 
threatening illnesses,' 

The company has had a long amiia- 
tion with Germain and the National 


Institute of Allergy and Infectious Dis- 
ease, which houses his iab. 

In financial reports, the company, 
has cited its reliance on a “coDabora- 
tiTC relationship" with the institute 
and its affiliation with Germain, who 
sits on its scientific advisory boaitl. 

•nie South San Francisco company 
from 1992 through 2002 paid Germain 
$352,000 and provided stock options 
that he has listed as worth up to 
$250,000. During this period, CeD 
Genesys collaborated on research with 
the institute, although not directly 
with Germain's lab. 

. Germain said he has “reviewed and 
provided advice” regarding Cell Gene- 
overall research programs. 

m Medlmmune Corp., a Maryland 
biotech company that makes treat- 
ments for viral diseases and other 
maladies. Medlmmune over the last 11 
years has paid Germain $163,350 in 
fees — plus up to $500,000 in vested 
stock options. 

Medimmune’s top-selling product, 
an antibody for preventing a respira- 
tory infecUon in infants, was developed 
Jointly throughout the 1990s with the 
allergy and infectious disease institute. 
Germain's Jab was not involved. 

■ Hybridon Inc., a Massachusetts 
pharmaceutical company that devel- 
ops medicines and dia^ostics based 
on synthetic DNA. 

In October 2001, Hybridon's chair- 
man, Dr. James B. Wyngaarden, a for- 
mer NIH director, announced the hir- 
ing of Germain, saying his “expertise 
and experience in the area of immunol- 
ogy will be extremely helpful.” 

Hybridon paid Germain $30,000 
last year. 

In October 2002, Hybridon said it 
and the NIH had clashed over three 
agency-held patents, triggered by Hy- 
bridon's application for its own patent. 
The matter, related to synthetic DNA. 
is pending before the U.S. Patent and 
Trademark Office. 

Both Germain and the chief execu- 
tive of Hybridon. Stephen E. Seiler, 
said that Germain’s consulting had 
not involved the patents. 

The only point of contact between 
us and the NIH is we share I^n’s 
lime." Seiler said. 

As of last month. Germain no lon- 
ger must publicly disclose his outside 
income. He instead will file reports 
that are kept confidential. Germain 
said be did not request the change, 
which was made by the NIH. 

— ■ David Willmah 
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CASE STUDY 1 JEFFREY, M. TRENT 

A Government Accolade 
From a Paid Consultant 


BETHESDA, Md. — UntU late last 
year, Jeffrey M. Trent was the scientific 
director of the National Human Genome 
Research Institute. 

He led efforts to find applications for 
: discoveries from the Human Genome 
Project, the Imtoric mapping of the ge- 
netic code that his federal institute com- 
pleted on the government’s behalf. 

At the same time, Trent was a paid 
consultant to RHeoGene Inc., which 
billed itself as a cutting-edge player in 
gene therapy technol- 
ogy. For nearly two 
years, RHeoGene 
posted on its Web site 
this accolade from 
Trent, whDe identi^y- 
ing him by his goyem- 
.ment title: 

“{Wjeneed to focus 
on how nature regu- 
lates itself, which be- 
gins with genes. 

RHeoGene h^ tech- 
nology to address key 
' questions In these areas.” 

Trent’s endorsement, which the com- 
pany included in a news release issued 
May 30, 2001 , clashed with conflict-of-in- 
terest rules of the National Institutes of 
Health, home of the genome institute. 

Ageno' employees seeking approval 
for consulting deals sign a form saying, 
“The Outside Employer will not refer to 
the consultant or to an affiliation with 
NIH in anything distributed for publicity 
or product promotion.” 

The rule is intended to prevent the 
implication that the NIH is vouching for 
a company or its products. Agency offi- 
cials said they relied on employees to po- 
lice themselves in such circumstances. 

In recent interviews and in written re- 
sponses to questions from the 1 k)s An- 
geles Times. Trent, 51, said that he had 
tried to conduct himself property. 

“J do not recall making the quote at- 
tributed to me in the RHeoGene press 
release and was unaware that it was on 
the company’s Web site until you 
brought it to my attention,” he said. 

The company’s chief executive said 
any quoted statements from Trent were 
handled by prior management. 

Trent had been hired by the NIH in 
late 1993, from the faculty of the Univer- 
sity of Michigan. In his new role, he be- 
gan overseeing all of the genome insti- 
tute’s basic laboratory research. And he 


was made chief of his own lab, specializ- 
ing in cancer genetics. His federal salary 
asof last year was $194,300. 

Trent was a paid consultant to sev- 
eral drug-development companies while 
employed at the NIH. From 1994 
through 1996, Trent accepted between 
$50,608 and $163,000 in industry consult- 
ing fees, according to his yearh^ public 
disclosure reports. 

One of his clients during that period 
was Amoco Technology Co., which paid 
him "between $30,000 and $101,000. 
{Trent reported his fees in broad 
ranges.) He said that Amoco, a “hold- 
over” client from before his arrival at the 
NIH, had focused on detecting genetic 
abnormalities and gene technology. 

After 1996, the NIH shifted 'mrti to 
confidential reports of outside income. 
Corporate documents show he contin- 
ued to serve on the scientific advisory 
boards of biomedical companies. Ofie of 
them was Ilex Oncology Inc. of Texas. 
Another was RHeoGene; the Pennsylva- 
nia company paid Trent $10,000 from 
spring 2001 to last year, he said. 

His consulting deals, he said, were ap- 
proved by NIH officials. 

Most of his private consulting while at 
the NIH, Trent said, was “based on my 
general scientific expertise, as somebody 
that’s knowledgeable in the area of can- 
cer genomics and cancer genetics.” 

Trent declined to discuss what he did 
for each company. But he said that he 
viewed all of his paid consulting as part 
of the NIH’s obligation to “translate” 
basic research for the benefit of patients. 

“If we can help {the companies] rriore 
effectively do what they do, then 3 think 
that furthers science, helps people,”- 
Trent said. “That’s the right thing to do.” 

Asked how an NIH scientist avoids 
using unpublished, confidential govern- 
ment information whDe advising paying 
clients, Trent said that he did not 
present comparues with details of his on- 
going NIH research. 

“I’m not saying that in your mind isn’t 
information that has broadened your 
understanding as a scientist,” he said. 
“And some of that came from your work 
in the government.” 

Since leaving the NIH in October 
2002, Trent has been president and sci- 
entific director of the Translational Ge- 
nomics Research Institute, a nonprofit 
center in Phoenix. 



Jeffrey Af . 
Trent 


— David WiLLMAN 
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CASE STUDY I JEFFREY SCHLOM 

A Cancer Expert Who Aided Studies 
Using a Drug Wanted by a Client 


BETHESDA, Md. — While man- 
aging one ofthe National Cancerln- 
stitute’s major laboratories, Jeffrey 
Schlom has buDt a busy outside ca- 
reer as a consultant. 

Within a decade, he has ac- 
cepted fees totaling $331,500 from 
20 biomedical companies, his yearly 
income-disclosure reports show. 

The company that paid him the 
most — $227,000 — was Cytoclonal 
Pharmaceutics Inc. of Dallas. While 
Cytoclonal 
worked on a 
more efficient 
way to produce 
the popular can- 
cer drug’l’^ol, 

Schlom helped 
lead two NIH- 
fianded studies in 
which Taxol 
played a crucial 
part. 

Schlom was a 
co-auihpr of two 
medical journal articles that re- 
ported positive results from that re- 
search, conducted at the University 
of Alabama and published in Au- 
gust 2001 and September 2002. 

Taxol was used to enhance the 
effectiveness of a second cancer 
drug, dey.eioped by Schlom at the 
NTH. 

Schlom’s twin roles — as Qyi.o- 
clonal consultant and NTH leader — 
posed a potential cdnffict of interest 
because the study results could 
help create more demand for Taxol. 

Schlom, in written comments to 
the Los Angeles Times, said all of 
his consulting work was done prop- 
erly, in compliance with NIH rules. 

He said he had advised compa- 
nies “based on my general knowl- 
edge and' expertise in immunology.” 

Schlom Joined Cytoclonal’s sci- 
entffic advisoiy board in 1992. 

“At our request, the scientific ad- 
visors review and evaluate our re- 
search programs and advise us with 
respect to technical matters in 
fields in which we are involved,” Cy- 
toclonal said in various public fi- 
nancial reports, starting in July 
1996. 

The company repeatedly touted 
its development of Taxol in news re- 
leases. 


The company sought to produce 
Taxol through genetic engineering 
and fermentation, instead of deriv- 
ing the drug’s active ingredient 
from the bark ofthe rare Pacific yew 
tree. 

In June 1 998. Cytxjclonal entered 
a licensing and research agreement 
with Bristol-Myers Squibb Co., the 
pharmaceutic^ giant that markets 
TaxoL Cytoclonal announced that 
its deal with Bristol-Myers was po- 
tentially worth “up to $50 million." 

As recently as August 2001, the 
company, renamed as eXegenics, 
said that its development of Taxol 
was one of two projects “with the 
greatest jxjtenljal for rapid com- 
mercial success." 

The company has recently laid 
off most of its employees and aban- 
doned all research, including the 
Taxol project. 

"We're not seeking to develop 
It.” said David E. Riggs, the com- 
pany’s new chief financial officer. 

Schlom; 61, whose government 
salary is $180,400. has led the Na- 
tional Cancer Institute’s Labora- 
tory of Tumor Immunology and Bi- 
ology since 1982. He supervises nine 
research groups seeking new ways 
to treat and prevent cancer. 

According to Its Web site, the 
laboratoiy investigates potential 
cancer-fighting vaccines. It exam- 
ines substances, called antigens, 
that stimulate the body's produc- 
tion of antibodies. And lab re- 
searchers design and develop cer- 
tain "monoclonal" antibodies that 
show promise in recognizing and 
targeting cancer cells. 

During his decade of consulting 
for Cytoclonal, Schlom said he “was 
never involved in any conversations 
or provided any advice concerrung 
Taxol.” 

Schlom said he saw no conflict of 
interest in his role with the NIH- 
funded studies that reported posi- 
tive results using TaxoL His in- 
volvement related only to the stud- 
ies’ use of a monoclonaJ antibody 
developed at his lab, not Taxol, 
Schlom said. 

Yet the studies used both drugs 
together to treat patients with 
ovarian cancer. 

The antibody developed by 


Schlom. with a radioactive element 
attached to it, was given to patients . 
who two days earlier took TaxoL 

The researchers had hoped Tax- 
ol would make the cancer cells more 
vulnerable to being damaged , or 
kiUed by the radiation. The positive 
results were consistent with other 
studies that suggested Taxol’s 
value as a sensitizer to radiation. 

“I provided expertise only in- 
volving the use of the antibody,” •- 
Schlom said. “Therefore, there was 
no need for a recusal” Under re- 
cusals. NTH employees pl^ge not 
to participate in decisions affecting 
outside clients. 

In addition to Cytoclonal, sev- 
eral other companies that have 
paid fees to Schlom have conducted 
cancer research: 

• Jenner Biotherapies Inc. of 
San Ramon. Calif., a developer of 
vaccines for colorectal and prostate 
cancer, paid Schlom $71,000 from 
1993 through 1998. 

■ AltaRexCorp.ofCanada.ade- 
veloper of antibody treatments for 
ovarian and other cancers, paid. 
Schlom $17,800 from 1999 through 
2001 . 

■ Titan PharmaceuUcals Inc., 
based in South San Francisco, has 
tried to develop two monoclonal 
antibody agents for treating colo- 
rectal cancer. Both are being tested 
in an NTH -funded study. Utan paid 
Schlom $27,000 from 1996 through 
1999. 

■ Biomira Inc., a Canadian com- 
. pany, Is developing an experimental 

vaccine for lymphoma under a co- 
operative agreement, with another 
lab at the National Cancer Insti- 
tute. In May of 2001, Schlom col- 
lected a $9,000 consulting fee from 
Biomira. A spokesman for the com- 
pany said in November that Schlom 
was no longer under contract. 

Schlom said that he had not, in 
his NIH capacity, discussed or “pro- 
moted any of the studies done by 
the organizations for which I have 
been a consultant.” 

Until last fall Schlom’s ongoing 
payments from industry were dis- 
closed in annual financial-reports 
open to public review. He now files 
confidential reports. 

— David WiLLMAN 
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Curbs on Outside Deals at NIH Urged; 

A draft report by a blue ribbon committee calls for limits and public disclosure on consulting work, but stops short of 
suggesting a ban. 

BYLINE: David Willman , Times Staff Writer 
DATELINE; WASHINGTON 


BODY; 


The National Institutes of Health should publicly disclose all drug con^any payments to its scientists, and should bar 
employees from accepting stock or stock options from industry, according to a draft report from a panel examining 
conflict of interest at the agency. 

The report stops short of calling for a ban on company consulting deals with NIH scientists, but it recommends that the 
agency block top officials from participating in such arrangements. A copy of the report was obtained by the Los 
Angeles Times. 

The federal panel, called the NIH Blue Ribbon Committee on Conflict of Interest Policies, recommends that paid 
consulting not exceed 500 hours a year and that "special scrutiny be applied” if outside compensation exceeds half of an 
employee's yearly salary at NIH. 

The committee compiled the recommendations in recent weeks as it prepared to present its final report to NIH 
Director Elias A. Zerhouni in early May. 

If implemented by Zerhouni, the recommendations would reverse many actions taken by the agency in 1995 that 
loosened conflict-of-mteresi standards, including allowing NIH scientists to spend unlimited time consulting for outside 
enployers, with no ceiling on the resulting income. 

Zerhoimi appointed the 10-member committee after The Times reported in December that NIH employees had 
accepted hundreds of payments of con:q)any fees and stock options, totaling millions of dollars. 
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Directors of two of the NIH's research institutes — whc^e govemnwnt salaries are $200,000 and $225,200 - received 
con^any fees or stock options worth hundreds of diousands of dollars. More than 94% of the top-paid NIH employees 
were not filing public income-disclosure reports. 

At a congressional hearing Jan. 22, Sen. Arlen Specter (R-Pa.), who chairs the subcommittee that approved NIH's 
$27.9-bilIion budget, warned Zerhouni to make major changes. 

In the House, Rep. James C. Greenwood (R-Pa.), chairman of die Oversight and Investigations subcommittee, said 
NIH policies had led to, not a revolving door, but a "swivel chair" in which agency employees were paid simultaneously 
by the public and by industry. 

Related inquiries have been opened by the inspector general of the Department of Health and Human Services and by 
the General Accounting Office, the investigative arm of Congress. 

Meanwhile, the work of the blue ribbon committee is being watched closely by officials at NIH, by congressional 
leaders and by industry. 

The blue ribbon committee's co-chairmen, Bruce Alberts, president of the National Academy of Sciences, and Norman 
D. Augustine, retired chairman of Lockheed Martin Corp., said this week that diey would not discuss the committee’s 
conclusions until a final report was submitted to Zerhouni. 

Zerhouni was traveling Thursday and not available for comment, an NIH spokesman said. The spokesman said 
members of the committee were continuing to discuss the recommendations they would make. 

Near the outset of their work, Alberts and Augustine met privately with Specter and the senior Democrat on the 
Appropriations subcommittee, Sen. Tom Harkin (D-Iowa). According to an aide to Harkin, the senator en^hasized his 
desire for drastically increased public disclosure of outside payments received by NIH employees. 

Harkin also voiced strong opposition to the payments of company stock or stock options to NIH en^loyees and 
warned that, if he regained chairmanship of the subcommittee, he would demand changes. 

"He's interested, he has a lot of concern and he wants to see the report before he comes to any final conclusions," said 
Harkin's aide. 

Much of the committee's work has been closed to the public. 

From March 1 through Tuesday, the committee had met during parts of four days in public and at least that many times 
in private. Although its members have spoken by phone or in person with all 27 directors of NIH research institutes or 
centers, only two have appeared in public sessions. The committee members have not discussed in a public session 
whether it is appropriate for the directors to accept consulting payment from a drug company. 

Three of the NIH directors who have met privately with the committee told The Times this week in e-mails that they 
regarded the payments as inappropriate. 

"I do not believe that institute or center directors at NIH should accept compensation from pharmaceutical or 
biotechnology companies in the future," said Dr. Anthony Fauci, director of the National Institute of Allergy and 
Infectious Diseases. "Receiving compensation from one or more of these for-profit organizations creates a precarious 
situation for a director that in my mind is best avoided." 

Dr. Stephen E. Straus, director of the National Institute of Complementary and Alternative Medicine, said: "Institute 
or center directors should not consult for money with drug or biotech companies to avoid any real or perceived conflicts 
of interest in the decisions they are entrusted to make." 

Dr. Francis Collins, director of the National Human Genome Research Institute, said: "The credibility and integrity of 
the NIH are critically important. Therefore 1 believe that, in the future, institute and center directors should forgo 
arrangements involving financial compensation from pharmaceutical or biotechnology con^anies." 
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Zerhouni, a radiologist who was appointed NIH director two years ago by President Bush, has said that he will make 
necessary policy changes. In addition to forming the committee, Zerhouni in recent weeks forced up to 93 top-level NIH 
decision makers to begin filing yearly income-disclosure reports diat would be open to public inspection. 

Zerhouni also announced that, as of late January, none of the directors of the NIH's research institutes or centers were 
still accepting compensation from drug companies. 

Nonetheless, Zerhouni has said that he prefers case-by-case decisions over outright prohibitions against company 
consulting fees for most NIH scientists. 

"You can have a policy that says, 'All right, all prohibited,' " Zerhouni told reporters last month. "But how does that 
help the public in terms of translating the discoveries in our laboratories into real things?" 

Yet NIH has a separate and tightly controlled way to translate its discoveries into marketable remedies: cooperative 
research and developn^nt agreements. Staff scientists throughout NIH have entered into at least 1,300 such agreements 
with biomedical con^anies since Congress passed legislation in the 1980s authorizing the pacts, according to agency 
officials. Controls suiroimding die pacts discourage conflicts of interest by barring NIH enqiloyees who are involved 
with the agreements, and for a year or more afterward, from accepting any payment from a participating company. 

"{The agreements] are designed to encourage government scientists to work with private sector scientists in order to 
speed the translation of research findings to the marketplace," Barbara M. McGarey, an NIH lawyer, told the committee 
last month. "The result is that government research doesn't sit around and never get developed into products, she added. 

When McGarey described the cooperative agreements last month to the committee, she elicited surprised reactions, 

"This is a very vigorous program," said Alberts, the committee's co-chairman. "I didn't realize this was so big." 

Yet in its draft recommendations, the committee says paid consulting deals, apart from the formal agreements, are 
"essential to accomplishing the goal of technology transfer." 

In a statement filed with the committee on April 1, the Biotechnology Industry Organization said that paid 
consultations with NIH employees "are of significant benefit to biotechnology companies in focusing their research and 
development activities." 

Dr. Drummond Rennie, a professor of medicine at UC San Francisco and a critic of corporate influence in medical 
research, said the NIH committee had a crucial opportunity to help restore integrity. Any compensation paid by industry 
to NIH scientists, he said, undermines the agenc/s research agenda and results. 

"Research is going down the toilet if nobody can believe it, or if it has been distorted," said Rennie, who also is a 
deputy editor for the Journal of the American Medical Assn. "The obvious answer is a very simple one: You pay these 
folk enough to make them competitive. And then you say, 'That’s it. You take nothing else.' " 

Based on figures presented to the blue ribbon committee by NIH staff, salaries for most of the agency’s scientists are 
on a par with researchers in academia. The NIH is less competitive at the highest ranges of pay, above roughly 
$150,000, because the government generally caps salaries at $200,000 a year, according to the staff presentations. 

Times staff writer Jon Marino in Washington and researcher Janet Lundblad in Los Angeles contributed to this report. 

GRAPHIC: GRAPHIC: National Institutes of Health CREDIT; REBECCA PERRY Los Angeles Times PHOTO: 
AWAITING REPORT: NIH Director Elias A. Zerhouni has vowed to make necessary policy changes at the agency. 
PHOTOGRAPHER: Associated Press 
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Senior officials at the National Institutes of Health should be barred from accepting income of any kind from drug 
companies, a panel examining conflict of interest at die agency recommended in its final report Thursday. 

The long-anticipated report of the Blue Ribbon Panel on Conflict of Interest Policies places the greatest pressure to 
date on NIH Director Elias A, Zerhouni to toughen agency policies. The report urged Zerhouni to adopt the 
recommendations "as quickly as possible." 

Zerhouni appointed the 10-member panel in response to articles in the Los Angeles Times in December revealing that 
NIH employees had accepted hundreds of payments from <frug companies totaling millions of dollars, and that more 
than 94% of the top-paid NIH en^loyees were not filing public income-disclosure reports. 

The panel also recommended that nearly all of the 5,000 or more career scientists at the NIH be prohibited from 
accepting stock or stock options as compensation. 

"This is needed to assure the continued, deserved public confidence in the extraordinary work of NIH," the report 
concluded. 

However, the panel said that most career NIH scientists should be allowed to accept con^any consulting fees and 
should not be required to publicly disclose such payments — a position that is likely to draw questions next week at a 
congressional hearing into NIH's relations with industry. 

Zerhouni did not say whether he would embrace the recommendations. The NIH director told reporters Thursday that 
he wanted to meet "one more time" with the panel. 

Zerhouni is already under pressure to enact changes. 
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The inspector general at the Department of Health and Human Services is investigating die conduct of several NIH 
employees, according to people familiar with the inquiry. 

Both the inspector general and the General Accounting Office, the investigative arm of Congress, are examining NIH 
ethics policies. And the House Oversight and Investigations Subcommittee has scheduled for Wednesday the first of 
what are expected to be at least two hearings this spring into drug cort^jany payments to NIH employees. 

Just before the blue-ribbon report was released, the subcommittee's chairman said the NTH had not complied with 
requests to identify all of the agency scientists who have accepted payments from industry in recent years, and the 
circumstances surrounding those arrangements. 

Rep. James C. Greenwood (R-Pa.) said that he con^lained to Zerhouni by phone Tuesday. 

"I told him I thought we'd been slow-rolled and stonewalled," Greenwood said in an interview. "As far as I'm 
concerned, widespread reluctance to divulge this information is the message in and of itself." 

A senior Democrat on the subcommittee. Rep. Henry A. Waxman of Los Angeles, said that, contrary to the blue- 
ribbon panel's recommendations, the NIH should require far-reaching public disclosure of any payments from drug 
companies. The blue-ribbon report, he said, "doesn't appear to go far enough." 

"We know that there are financial relationships at all levels, not just at the top, and the taxpayers deserve to know the 
extent of those relationships," Waxman said. 

When Zerhouni appears before the House subcommittee Wednesday, he is to be joined by the two men he appointed 
to co-chair the blue-ribbon panel; Bruce Albens, president of the National Academy of Sciences; and Norman R. 
Augustine, retired chairman of Lockheed Martin Corp. 

Both Alberts and Augustine lauded and thanked the NIH staff for its assistance in the panel's work. Their goal, the co- 
chairmen said, was to "do no harm," while making recommendations to strengthen the agency's handling of conflicts of 
interest. 

In explaining why they proposed a complete ban on employees accepting company stocks or stock options, Augustine 
and Alberts said such compensation could prompt people to become unduly concerned with a company's financial 
success. 

Of the NIH scientists now employed as paid consultants to industry, roughly 25% of them have been paid in such 
securities, Augustine said. The panel reported that 120 NIH scientists as of this month have active consulting deals. 
Zerhouni noted that as of late January, the total stood at 228 scientists. He acknowledged that some employees could be 
waiting for the agency's policies to be resolved before resuming outside employment. 

Under the panel's recommendations, outside pay would not exceed 50% of the employee's government salary, and the 
employees would devote no more than 400 hours a year to such outside arrangements. 

The scores of NIH officials who would be barred by the new recommendations from receiving compensation from 
companies would be the directors of the agency’s 27 research institutes and centers, plus all deputy directors, officials 
who direct research on hurrans, scientific directors and officials responsible for dispensing NIH grants. 

"Because of the public and national leadership roles played by senior NIH officials, financial relationships with 
industry may have the appearance of giving preference to certain private interests over the public's interests or of giving 
preference to one private interest over another," the report said. 

The panel recommended that senior employees at the NIH begin filing annual income-disclosure reports that were 
open to public inspection. Zerhouni early this year ordered at least 93 additional officials to begin filing the public 
disclosure reports. 
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But the panel declined to endorse such disclosure for many odier NIH employees. Instead, the panel called for 
increased "internal disclosure" by NIH en^loyees of outside income. Such disclosures would be exen^t from the 
Freedom of Information Act, keeping payments to en^loyees from drug companies locked from public view. 

As an alternative to banning paid deals with industry or requiring far wider public disclosure, the panel saluted 
Zerhouni's recent formation of an ethics advisory committee, composed of senior agency officials, which evaluates 
employees' requests to engage in paid deals with drug companies and other entities. 

Augustine and Alberts said that they feared that an agenc 3 wide ban could impede hiring or retaining the best scientific 
talent; tlmt they wanted the NIH's policies to be consistent wdth dtose of major universities that allow faculty to 
moonlight; and that consulting for industry could help translate scientific discoveries into beneficial health treatments or 
products. 

Representatives of the NIH distributed advance copies of the blue-ribbon report Wednesday to members of Congress. 
One, Sen. Edward M. Kennedy (D-Mass.), said the panel’s "thoughtful recommendations will help NIH make certain 
that its integrity is untarnished by financial conflicts of interest." 

Kennedy termed the report an "urgent call for positive change," saying, "Congress has a responsibility to give Dr. 
Zerhoxmi and NIH the strong support they need to implement these essential reforms." 

Others greeted the report less enthusiastically. 

If Zerhouni continues to embrace drug-company consulting payments for NIH employees while resisting full public 
disclosure, the public vdll be ill-served, said Michael S. Josephson, a lawyer in Los Angeles who specializes in ethics 
and conflict-of-interest policy. 

"We need to try to prohibit those kinds of relationships which under the best of circumstances can create an 
appearance of impropriety," Josephson said, adding, "Disclosure provisions are cumbersome, but they're required of all 
kinds of government officials, because experience has taught us that the 'trust us' rationale is not reliable.... Transparency 
is the most effective antidote." 

Much of the specific conduct detailed by The Times would be prohibited under the changes recommended by the blue- 
ribbon panel, 

For instance, two senior-level officials, Dr. Stephen I. Katz, director of the National Institute of Arthritis and 
Musculoskeletal and Skin Diseases, and Dr. John I. Gallin, director of the NIH Clinical Center, accepted hundreds of 
thousands of dollars in industry consulting payments. 

On Thursday, Zerhouni noted that both Katz and Gallin, whose federal salaries were $200,000 and $225,200, 
respectively, ended their involvement with the corqpanies after publication of the articles in The Times. Both officials 
have said that their outside deals were approved by others at the NIH. 

The blue-ribbon panel's report said that the group "did not investigate specific allegations or review individual cases 
under investigation elsewhere." The report did not elaborate. 

GRAPHIC: PHOTO: UNDER PRESSURE; Dr. Elias A. Zerhouni of the NIH. PHOTOGRAPHER: Associated Press 
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NIH Conflict Findings Left Out 

Ethics panel's final report did not detail all permissive practices, 
agency documents show. 

By David Willman 
Times Staff Writer 

May 12, 2004 

WASHINGTON — A blue-ribbon panel that examined conflict of interest at the National Institutes of 
Health found permissive practices that were not detailed in its fmal report last week, internal agency 
documents show. 

The documents also show that top aides to NIH Director Elias A. Zerhouni were allowed to review and 
comment privately on the panel's draft findings. 

Congressional investigators have expressed interest in the circumstances surrounding compilation of the 
report, issued Thursday. The next day, the chairman of the House Oversight and Investigations 
subcommittee, Rep. James C. Greenwood (R-Pa), wrote to Zerhouni, seeking "all records relating to the 
minutes and records of closed sessions of the Blue Ribbon Panel, as well as all drafts of the report." 

Greenwood, whose letter was co-signed by the chairman of the House Energy and Commerce 
Committee, Rep. Joe Barton (R-Texas), said the information from the NIH would aid in "understanding 
the basis for the panel's observations and findings." Greenwood's subcommittee plans to question 
Zerhouni and other NIH officials about conflict-of-interest matters at hearings today and next week. 

The NIH is the nation's premier agency for medical research, spending $27.9 billion this year. Zerhouni 
appointed the panel after articles in the Los Angeles Times in December documented hundreds of 
payments by drug companies to NIH scientists, totaling millions of dollars, and reported that more than 
94% of the agency's top-paid employees were not required to publicly disclose outside income. 

The panel recommended that top agency officials — totaling scores of management positions — be 
banned from accepting payments of any kind from drug companies. The panel also said that all NIH 
employees should be prohibited from accepting company stock or stock options as compensation. 

On the other hand, the panel said that a majority of NIH scientists should be allowed to accept fees or 
other income from industry, and that those payments in many instances need not be publicly disclosed. 

The internal documents show that the panel was concerned about how little is known about the extent of 
financial ties between drug companies and NIH personnel. According to minutes of a ciosed-door 
meeting in early April, the panel "was surprised to learn that many people do not disclose at all. The 
panel thinks there needs to be an internal review that picks up significant financial interests." 


One panelist, Dorothy K. Robinson, who also is general counsel at Yale University, said that, generally. 
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NlH's "rules on conflict of interest are really too narrowly defined." The rules, she said, employ "very 
tight words or phrases of art and do not capture appearances that are quite problematic,” An NIH 
document reciting Robinson's comments was obtained by The Times. 

Another panelist, Stephen D. Potts, a former director of the U.S. Office of Government Ethics, 
encouraged his colleagues to recommend wider public financial disclosure. In an e-mail on March 1 8 he 
said, "I learned at OGE that sunshine is the best disinfectant and saves taxpayer dollars because less will 
have to be spent to identify violators. The press and the public do a remarkably good job." 

Potts added that The Times articles "did expose abuses and, if the conduct described cannot be 
sanctioned under existing rules, the rules should be amended to proscribe the conduct." 

Zerhouni has called repeatedly over the last five months for greater "transparency" in the NIH’s handling 
of conflict of interest. He appointed the panel to recommend any policy changes it deemed necessary. 

But the panel's proceedings were carried out mostly behind closed doors. 

The panel met privately at NIH offices in Bethesda, Md., on seven occasions, from March 1 through 
April 28. It convened meetings during parts of four days that were open to the public. 

Directors of some NIH research centers or institutes voiced concern about whether information they 
provided to the panel could be subjected to public release, according to the internal documents. 
Moreover, Zerhouni's top subordinates were given opportunities to privately review and comment upon 
the committee's draft recommendations, the internal documents show. The drafts were circulated by 
scientific policy advisors within Zerhouni's office, whom he had assigned to assist the panel. 

A spokesman for Zerhouni, John Burklow, said that the director’s staff "only provided information as 
requested" to the panel, "They asked us to review the report for accuracy," Burklow said. 

One of Zerhouni's top aides, Dr. Michael M. Gottesman, told the panel that the NIH's scientific mission 
could be undermined if all agency scientists were banned from paid consulting for drug companies, "I 
addressed the general issue of what might be lost to the NIH and the public if all NIH scientists were not 
allowed to consult with private industry and academia," Gottesman said in an interview. 

The internal documents show that Gottesman, the NIH deputy director in charge of the agency's in- 
house, or "intramural" research, clashed with a high-level colleague. Dr. Raynard S. Kington, a 
physician-administrator who also holds the title of deputy director and whom Zerhouni assigned in 
January to take charge of a range of NIH ethics policies. 

On April 22, Kington wrote in an e-mail to Gottesman and four other officials that he feared the panel 
members did not understand that in some institutes and centers at the NIH "there is not a bright line" 
between those involved with intramural research and those involved with outside, "extramural" research. 

For instance, the in-house scientists at the NIH help decide whether they and the agency participate in 
cooperative research projects with various drug companies. Because of their government roles, the 
scientists also are well positioned to advise, for pay, universities or other outside research entities 
interested in NIH grants. 

"I think (and I think many outside people would agree) that our IM [intramural] scientists should not 
consult with universities and other institutions that are funded by us," Kington said. 

Gottesman responded by e-mail, telling Kington and the other officials — each of whom assisted the 
panel in preparing the report — "i must respectftilly disagree." 
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In its final report, the panel disregarded Kington’s advice, saying that if the in-house scientists are not 
directly involved in dispensing NIH research grants, they should be allowed to consult with universities 
receiving those awards. 
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EXECUTIVE SUMMARY 

Recently, concerns have been raised in the media and Congress that some employees at the 
National Institutes of Health (NIH) have engaged in paid consulting arrangements with, or held 
shares in, biotechnology companies or other entities that could influence their work as 
government employees, thereby creating real or perceived conflicts of interest. These concerns 
have brought new attention to NIH policies regarding approval of such consulting arrangements, 
the nature of these arrangements (e.g., consulting versus speaking, teaching, or writing), the 
viability of the NIH system for monitoring outside activities, and the substantial number of high- 
level NIH employees who are not currently required — ^by existing laws and regulations — to file 
public financial disclosure statements. 

This report responds to NIH’s own inquiry into its conflict of interest policies. Are they 
sufficient to uphold agency standards and maintain public trust in NIH and its activities? As part 
of the NIH examination of the consulting activities of NIH investigators, the NIH Director 
established the Blue Ribbon Panel on Conflict of Interest Policies as a working group of the 
Advisory Committee to the Director, NIH. This Panel was charged to: 

1 ) Review the existing laws, regulations, policies, and procedures under which NIH currently 
operates regarding: 

• Real and apparent financial conflict of interest of NIH staff where compensation 
or financial benefit from outside sources is received, including consulting arrangements 
and outside awards; and 

• Requirements and policies for the reporting of financial interests by NIH staff, 
including which interests are subject to public disclosure, and what portion of NIH staff 
file public disclosures; 

2) Make recommendations for improving existing laws, regulations, policies, and procedures 
as appropriate; 

3) Complete the review and development of recommendations within 90 days;' and 

4) Provide recommendations to the Advisory Committee to the Director, NIH, for 
deliberation and final recommendations to the Director, NIH. 

In keeping with this charge, and in making its reconunendations, the Panel did not investigate 
specific allegations or review individual cases under investigation at NIH. Its primary goal was 
to assess the current status of conflict of interest policies and procedures and make 
recommendations for improvement, looking to the future. 

In its deliberations the Panel found an extremely complex set of rules governing conflicts of 
interest at NIH. These rules are widely misunderstood by some of the very people to whom they 
are intended to apply, thereby creating uncertainty as to allowable behavior and adversely 
affecting morale. 

The Panel adhered to one guiding principle in developing its recommendations: NIH employees 
must avoid conflicts of interest incompatible with the proper exercise of their authority and the 


' To accommodate NIH and congressional schedules the Panel completed its work in 66 days. 
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proper performance of their duties. Employees in a position to influence the financial interests of 
an outside entity such as a current or possible future recipient of an NIH grant or contract should 
neither receive financial benefits from that organization nor have significant financial interests in 
it. 

The Panel found that relatively few NIH employees engage in consulting agreements with 
biotechnology or pharmaceutical companies — ^an activity that currently involves approximately 
120 of NIH’s 17,526 employees. Yet the high level of reasonable concern expressed by Congress 
and the media about the potential for conflicts of interest when consulting with industry — itself a 
small fraction of the outside activities engaged in by NIH scientists — ^has had a decidedly 
negative impact on the morale of a large number of NIH intramural scientists. 

In contrast to industry related activities, a substantial number of NIH employees are involved in 
outside activities with professional societies and with academic and research institutions — 
primarily in the forms of teaching, speaking, or writing (including editing). In addition, NIH 
scientists who are recognized for outstanding scientific achievements, leadership, or public 
service are sometimes the recipients of awards, which may be accompanied by a cash prize. The 
Panel believes these are important — even essential — activities for NIH scientists, because they 
are part of the tradition of science and provide evidence of the value and significance of the NIH 
research community to the larger scientific community. 

In its interviews with NIH scientists, the Panel observed that the heightened scrutiny about all 
ethics issues has further increased the confusion about the existing policies, with a widespread 
sense that rules are being changed midstream or suddenly overly interpreted out of caution. This 
has caused heightened concern that NIH scientists will be unable to fiilly participate in the 
community of science in the future and has contributed to fears about the impact that possible 
new policies could have on the recruitment and retention of scientists at NIH. Worse yet, there 
seems to be widespread fear among NIH employees that they could commit an inadvertent 
transgression resulting from the difficulties involved in interpreting the sometimes arcane and 
complex rules. 

The Panel believes that the recommendations presented in this report are important for correcting 
these concerns, and it urges that they be adopted as quickly as possible. This is needed to assure 
the continued, deserved public confidence in the work of NIH. It should be noted that the Panel 
did not limit its review to what is possible within existing laws or regulations, but rather focused 
on those actions that it believes will best serve the NIH mission in the future. 


RECOMMENDATIONS 

Recommendation 1 : NIH senior management and NIH extramural employees who are 
responsible for program funding decisions and recommendations, and professional staff 
managing grants and contracts and application review, should not engage in consulting 
activities with pharmaceutical or biotechnology companies or in paid consulting for 
academia. The Panel considers speaking for compensation at an industry site as 
equivalent to consulting for industry. The Panel does not include in this prohibition 
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time spent in clinical practice by health care practitioners, if approved as an outside 
activity free of conflicts. 

Recommendation 2 : The Panel reaffirms current federal law, which states that 
intramural scientists conducting research with human subjects — for example, 
investigators and research team members involved in patient selection, the informed 
consent process, and clinical management of a trial — should not be allowed to have any 
financial interest in or relationship with any company whose interests could be affected 
by their research or clinical trial, except in special circumstances, and with an 
appropriate waiver or authorization. 

Recommendation 3 : In addition to existing requirements for engaging in outside 
activities, and the restrictions posed in Recommendations in 1 and 2, the following 
requirements should be in place for all employees who are involved in the 
administration or conduct of NIH research programs: 

a. The total amount earned annually from compensated consulting with 
industry or academia should not exceed an amount equal to 50 percent of the 
employee’s annual salary, and no one source should account for an amount 
exceeding 25 percent of annual salary. 

b. Employees eligible to engage in compensated outside professional activities 
should not: 

i. receive compensation in the form of stock options or other forms of equities 
for their services 

ii. spend more than 400 hours per year on these activities (writing excepted). 

c. An exclusion to the above limits should exist for NIH employees who are 
health care practitioners. For these employees, there should be a more 
flexible time limitation and the capitation for compensated outside medical 
care and patient services should be 100 percent of base pay, with the one- 
source limitation removed. 

Recommendation 4 : To improve NIH’s ability to manage and track approved outside 
activities: 

a. all requests for outside activities (Form 520) should be updated on an annual 
basis (with such updates indicating only those changes that have occurred); 

b. supervisors should be held accountable for the evaluation and approval of 
outside activity requests, and this supervisory function should be a component of 
a supervisor’s performance evaluation; and 

c. NIH should publish an annual agency-wide statistical report on the number and 
types of outside activities approved for its employees. 

Recommendation 5 : NIH should seek a change to OGE regulations to allow NIH 
scientists to receive compensation for teaching, speaking, or writing about their 
research providing that the information is to be shared in a public forum and that it has 
appeared in the published literature. 
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Recommendation 6 : NIH intramural scientists should continue to be allowed to engage 
in compensated speaking, teaching, and writing for professional societies and for 
academic and research institutions as an outside activity providing that all ethics review 
and approval requirements are met. 

Recommendation 7 : NIH should seek a change to OGE regulations to permit 
employees to be identified by their title or position (and institutional affiliation) when 
engaged in teaching, speaking, or writing as an approved outside activity. Disclaimers 
should be provided that the activity is not being conducted in the employee’s official 
capacity as an NIH employee and that the views expressed do not necessarily represent 
the views of NIH. 

Recommendation 8 : There should be no restrictions on royalties received on works 
written, edited, or published or on income received from patents licensed by any NIH 
employee who conducted the work as an approved outside activity. 

Recommendation 9 : The current OGE rules regarding receipt of bona fide cash 
awards for meritorious public service or achievement and NIH’s interpretations of the 
rules are reasonable and should apply to all employees. There should be no limit on the 
amount of money received from a bona fide award. These awards are considered gifts 
under current law and are not considered outside activities because the employee 
accepts the award in his or her official capacity. 

Recommendation 10 : To increase NIH’s abiUty to manage conflicts of interest, it 
should move immediately to either increase the number of employees required to 
annually file a confidential disclosure form (Form 450) or find some other means to 
achieve comparable levels of internal disclosure. 

Recommendation 11 : NIH should ask OGE to make a regulatory change or seek 
statutory modifications to provide NIH with greater discretion in determining whether 
certain Title 42 employees should file a public financial disclosure form (Form 278). 

This would promote the public interest by increasing transparency and would thereby 
enhance trust in government. In the meantime, NIH should seek additional equivalency 
rulings from OGE to increase the number of public filers to include the senior 
employees specified in Recommendation 1. 

Recommendation 12 : NIH supervisors should be provided with enhanced training on 
the criteria to be used for their annual review of financial disclosures so that they can 
become more effective in managing and avoiding employee conflicts of interest. 

Recommendation 13 : To preserve public confidence in NIH, the agency should put in 
place a policy that requires employees to disclose all relevant outside relationships and 
financial holdings in their work products, such as publications, speeches, and invention 
disclosures. In addition, where relevant, such disclosures should be made to potential 
research subjects as part of the informed consent process. 
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Recommendation 14 : NIH employees should be required to submit recusals in writing 
to immediate supervisors when a potential conflict of interest emerges. The supervisor 
should then be required to inform those who should be aware of the employee’s need to 
be recused from the official duties for which there is a conflict. As is currently the case, 
when an employee must be recused from official duties, those duties can be reassigned 
only to someone at an organizational level above the employee. As such, recused 
employees or their supervisors will need to inform both superiors and affected 
subordinates of the recusal. 

Recommendation 15 : The NIH Ethics Office should prepare a user-friendly document 
and website that displays the ethics rules in simple language and emphasizes examples 
of outside activities and financial interests that are permissible, as well as those that are 
not. Employees seeking approval of outside activities should, as part of their submission 
of Form S20 and its supplements, indicate in writing that they have reviewed these 
summary materials and have discussed any questions they have with their relevant 
ethics official and/or supervisor. 

Recommendation 16 : The NIH Ethics Advisory Committee should issue a report of its 
findings, in the form of anonymous case studies and generalizable principles, on a 
regular basis to provide the NIH community with a clear common body of knowledge 
by which to understand and interpret ethics rules. 

Recommendation 17 : NIH management should assure that sufficient resources are 
provided for the administrative and management functions of its ethics activities to 
guarantee that the expanded program proposed in this report can be implemented. 

Recommendation 18 : The NIH Director, working with Congress, should ensure that 
the agency has authority under Title 42, or some other hiring mechanism, to recruit 
senior scientific staff in the current highly competitive market. In addition, the NIH 
Director should ask HHS to review and, if appropriate, raise the current annual salary 
capitation of $200,000 for the most senior Title 42 employees at NIH. The Panel is 
concerned that the present ceiling is limiting the agency’s ability to recruit and retain 
the nation’s best scientists as the leaders of NIH. 

The Pane! believes that the recommendations presented in this report are important for 
addressing these concerns, and it urges that they be adopted as quickly as possible. This is 
needed to assure the continued, deserved public confidence in the extraordinary work of NIH, 
and the quality of its scientific staff It also critical for rectifying what the Panel perceives as a 
growing morale problem among the agency’s excellent staff. 


5 



132 


Draft 


Section 1. Introduction 


Section I. Introduction 


Since the middle of the twentieth century, the American people have invested generously as a 
nation in biomedical research, believing that such an investment constitutes a public good by 
improving human health and welfare, directly or indirectly yielding economic dividends, and 
increasing overall understanding of the human condition. The impact of U.S.-funded medical 
research has proved to be among one of this country’s greatest achievements, saving countless 
lives and significantly improving the quality of life of people around the world. Each year gains 
are made in the prevention, diagnosis, and treatment of many diseases, including cardiovascular 
disease, infectious diseases, stroke, cancer, and depression. 

For example, research conducted or sponsored by the National Institutes of Health (NIH), an 
agency of the Department of Health and Human Services (HHS), has led to a major reduction in 
mortality related to coronary heart disease and stroke, helping to reduce deaths from coronary 
heart disease from an expected number of more than 1 ,300,000 in 2000 to 5 1 4,000. Progress has 
been equally remarkable for hepatitis B and C infections, new cases of which are on the decline, 
in part because of improved vaccines and the reduced risk of infection from blood transfusion — 
both outcomes of NIH-funded research. These are but two of hundreds of examples that could be 
cited to show the benefit of the nation’s investment in NIH. 

NIH has been the principal steward of this nation’s public investment in health research. 

Through its 17,526 full-time equivalent employees in 27 institutes, centers, and the Office of the 
Director, NIH conducts and funds biomedical and behavioral research, research training, and 
related programs for the promotion of health and the dissemination of health information. Its 
mission is “science in pursuit of fundamental knowledge about the nature and behavior of living 
systems and the application of that knowledge to extend healthy life and reduce the burdens of 
illness and disability.” More specifically, the NIH mission is to: 

1) foster fundamental creative discoveries and innovative research strategies and their 
applications as a basis for advancing significantly the nation's capacity to protect and 
improve health; 

2) develop, maintain, and renew scientific human and physical resources that will assure 
our capability to prevent disease; 

3) expand the knowledge base in medical and associated sciences in order to enhance the 
nation’s economic well-being and ensure a continued high return on the public 
investment in research; and 

4) exemplify and promote the highest level of scientific integrity, public accountability, 
and social responsibility in the conduct of science. 

At the same time that NIH pursues fundamental knowledge related to the prevention, diagnosis, 
and treatment of a wide variety of common and rare disorders, steady change in the landscape of 
disease and public health concerns requires that it continuously adopt new approaches and 
accelerate the pace of its discoveries. For example, NIH has been asked by the public to respond 
to new challenges posed by an aging population that is experiencing more chronic disease; an 
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epidemic of obesity, especially among children; AIDS and other emerging infections such as 
SARS; health disparities; and biodefense. 

In addition, the science and technology critical to conducting research is constantly evolving. 
Powerful and unifying concepts of biology are emerging from the fields of molecular biology, 
genomics, and proteomics, with the potential to lead to rapid progress. As one example, in the 
past, cancer research was considered vastly different than heart or brain research. Today, with 
recent discoveries in molecular and cell biology, we know that biological systems obey common 
laws and follow similar pathways in both health and disease. 

Another critical NIH mandate is to sustain and improve the national clinical research enterprise 
to ensure that it optimally translates basic discoveries made in the laboratory into clinical 
application. As a result, the agency supports multidisciplinary clinical research training career 
paths, innovations in clinical trial design, translational research, and shared clinical resources 
such as tissue banks and research networks. A phenomenon that extends across the entire 
scientific enterprise is its need to build, sometimes slowly, on previous work and on a continuum 
of knowledge and information from disparate fields — an important concept to remember when 
trying to draw bright lines between one scientific activity and another. 

Efforts to fully pursue this wide array of fundamental and clinical lines of inquiry are beyond the 
reach of any one laboratory, group of investigators, or institution. This has changed the dynamics 
of today’s research teams and will change those of the future as well, for increasingly the 
translation of fundamental knowledge into practical solutions to health needs requires integrated 
teams of specialists from numerous disciplines in the public, academic, and commercial sectors. 
NIH is continually searching for new organizational models for conducting research, including 
those that encourage risk-taking and novel partnerships, as well as those between the public and 
private sectors. 


The Nature of NIH Research Activities 

NIH scientists conduct basic and clinical research at facilities in Bethesda, Maryland, and 
elsewhere as part of the agency’s intramural research program. The excellence and success of 
the intramural research program rests almost entirely on the ability of NIH leadership to attract 
and retain the best scientists and clinicians. The research that NIH funds at the nation’s 
universities, medical centers, research institutes, and other nonprofit and for-profit organizations 
through grants, cooperative agreements, and contracts is referred to as the extramural research 
program. The extramural program is administered by NIH employees working on the Bethesda 
campus and in outlying areas. The intramural and extramural programs are distinct, 
administratively and through hiring authorities and funding mechanisms. The extramural 
program currently constitutes approximately 83 percent of total NIH activity, as measured by 
resource allocations; the intramural program roughly constitutes 10 percent. (These programs are 
discussed in greater detail in section II of this report.) The remaining 7 percent is allocated for 
research management and support and other administrative functions. 
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Both the intramural and extramural programs interact with academia and with pharmaceutical 
and biotechnology companies in many ways, including funding agreements, formal research 
agreements, and intellectual property licenses authorized by statutes intended to encourage the 
commercialization of technologies beneficial to the public health. 

Three laws primarily govern this commercialization activity, including the Stevenson-Wydler 
Technology Innovation Act (P.L. 96-480) in 1980, the Bayh-Dole Act, and the Federal 
Technology Transfer Act of 1986, as amended. Under these laws, research agencies are 
encouraged to give licenses to commercial entities for the development of technologies from 
government-owned patents, and collect royalties for the government (and its employee inventors) 
as a result of these licenses. Grantees and contractors are also encouraged to retain title to 
government-funded inventions. Finally, federal agencies are authorized to enter into Cooperative 
Research and Development Agreements (CRADAs) with non-federal partners to conduct 
research. Together these three laws have resulted in substantial increases in the transfer of 
govemment-fimded technologies Irom government and university laboratories to the private 
sector in the United States. 

In addition to NIH’s leading role, industry funding of its own research plays a substantial and 
growing role in the conduct of medical- and health-related research, with the industrially funded 
component now far surpassing the aimual NIH investment. 

These trends, combined with steady encouragement by the public and policymakers to accelerate 
the translation of basic research into clinical practice, have progressively blurred the once clear 
lines between academic, government, and commercial research. Moreover, the complexities of 
science increasingly require that this be a cumulative, interconnected, and competitive enterprise, 
because now, perhaps more than ever, scientists and their institutions must balance the essential 
principles of collaboration and collegiality with requirements of competition and secrecy. 


Conflict of Interest Practices 

In addition to collaborating with academia and industry as part of its mission, NIH employees are 
also permitted, under strict laws and regulations, to engage in “outside activities,” that is, 
compensated or noncompensated activities that do not constitute their official duties or in any 
way use their public office or public resources for private gain (see Box A). The difficulty of 
ascertaining the meaning of official duties cannot be overemphasized when assessing whether 
real or perceived conflicts of interest arise, because this concept is particularly difficult to 
delineate in dealing with employees who primarily carry out scientific research. 

Outside activities might include providing consultative or professional services, including 
service as an expert witness or consultant; engaging in teaching, speaking, writing, or editing; or 
providing services to a nonfederal entity as an officer, director, or board member — or as a 
member of a group, such as a planning commission, an advisory council, an editorial board, or a 
scientific or technical advisory board or panel. The receipt of bona fide cash awards for 
meritorious public service or achievement is not considered an outside activity. Rather these 
awards are considered gifts under current law and the employee accepts the award in his or her 
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official capacity. However, because some particularly prestigious awards can be sizable, they are 
worth considering when assessing ethics policies. In all cases, employees must receive prior 
approval before engaging in any of these types of outside activities (see section IV for an 
extensive discussion of these issues). 



In addition, federal regulations establish uniform procedures and requirements for certain federal 
officials to disclose financial interests that could affect their conduct of official duties (e.g., the 
ownership of certain stocks and other investments). The Ethics in Government Act of 1978 was 
enacted to preserve and promote public confidence in the integrity of federal officials through, 
for example, requiring certain officials to disclose their financial interests. This act also 
established the government's regulatory agency for ethics, the Office of Government Ethics 
(OOE), to provide overall direction of executive branch policies related to preventing conflicts of 
interest, including the development of rules and regulations establishing procedures for the filing, 
review, and, if applicable, the public availability of financial statements, and criteria to guide 
agencies in determining which employees should submit these reports. NIH requires its 
employees to meet OGE regulations for financial disclosure and implements these regulations 
through the processes and procedures required by these regulations, as interpreted by HHS. 

These two sets of laws and regulations — those regarding outside activities and those specifying 
financial disclosure — are intended to prevent conflicts of interest and ensure that public trust and 
duties are not compromised by inappropriate interests and that eitizens can have confidence in 
the integrity of the federal govenunent. 

In the narrower world of biomedical research, conflicts of interest are a set of conditions in 
which professional judgment concerning a primary interest (e.g., patient welfare or the validity 
of research) tends to be unduly influenced by a secondary interest (e.g., financial gain from third 
parties). In the still narrower context of research with human subjects, if professional judgment is 
swayed by financial or other interests, subjects can be harmed by, for example, implementing 
study designs that pose unacceptable risks, enrolling subjects inappropriately, or continuing 
studies that should be modified or stopped. Thus, in some cases conflicts can increase the 
chances that tangible or even mortal harm could occur. 

In the broader world of public service, avoiding conflicts of interest is based on following a set 
of principles: (1) employees should not engage in financial transactions that conflict with the 
conscientious performance of duty; (2) employees should not use public office for private gain; 
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(3) employees should act impartially and not give preferential treatment to any private 
organization or individual; and (4) employees should not engage in outside employment or 
activities, including seeking or negotiating for employment, that conflict with official 
government duties and responsibilities? As employees of the federal government, NIH 
employees are subject to federal statutes and regulations that implement these principles of 
ethical conduct. 

Another term, conflict of commitment, is used to describe conflicts in which outside activities, 
even if not directly in violation of ethics rales, nonetheless distract the employee from one or 
more of his or her employer’s primary interests. For example, an NIH scientist who owns and 
operates a restaurant nights and weekends might be too tired or distracted to function adequately 
while at his or her government job. 

Although financial interests are typically the main concern when discussing conflicts of interest, 
they are not the only interests that can cause conflicts. Other interests and activities are inherent 
to the scientific profession and less tangible than financial compensation and therefore may be 
more difficult to identify. These include the desire for professional recognition, the need to 
compete successfully for research resources and promotions, and the desire to disseminate and 
communicate research findings. Scientists rely on the ability to share information, meet with 
other scientists regularly, and publish their work. A free exchange of ideas to the extent possible 
is needed to advance the goal of science, which is to gain new knowledge by building 
continually on existing knowledge. Over the past 25 years, however, the research environment 
has increasingly created opportunities for investigators and institutions to profit financially from 
research, thus intensifying the focus on the potential financial conflicts of interest that are the 
main focus of this report. 


Conflict of Interest Concerns 

Tensions are bound to arise between the appropriate drive of individual government scientists to 
expand their own lines of inquiry through interactions with the private sector and the real or 
apparent conflicts that might surface between these activities and their public service 
responsibilities. In addition, issues of disclosure reflect a tension between the need for 
transparency regarding issues of public importance and the rights of government employees, as 
citizens, to some measure of privacy. Difficulties also arise from the generally laudable effort to 
apply one set of rales across the federal government, yet recognize the unique mission and role 
of NIH as a research organization. 

In 2004, NIH’s total budget of over $28 billion is by far the largest public investment in 
biomedical and behavioral science made by a single nation. In recent years (1999-2003), NIH’s 
budget has doubled, reflecting the generally positive attimde of the public and its representatives 
toward biomedical science. However, despite nearly universal agreement that NIH is a national 
treasure, with a level of public support envied the world over, the perception of conflicts of 


^ These principles of ethical conduct are set forth in Executive Order 12674 (April 12, 1989). 
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interest among NIH scientists could endanger NIH’s mission and reputation and result in 
diminished public trust. It also could have disastrous consequences for the broader scientific 
community and NIH itself, as integrity in research is crucial for maintaining scientific excellence 
and sustaining the public’s trust and participation in, and commitment to, scientific research. 

This requires accountability and transparency in setting priorities, making funding decisions, and 
conducting the research itself, as well as ensuring that actions are not subject to suspicion or 
question. 

Recently, however, concerns have been raised that some senior NIH scientists have been 
receiving consulting payments from, or have held shares in, biotechnology companies or other 
entities that were benefiting from decisions that those scientists could have influenced at least in 
principle. Concerns also have been expressed regarding the extent of outside consulting engaged 
in by NIH employees and the potential for conflicts with their official duties. These concerns 
have brought new attention to the NIH policies that result in approval of such consulting 
arrangements, the nature of these arrangements (e.g., consulting versus teaching, speaking, or 
writing), the viability of NIH policies and procedures for monitoring outside activities, and the 
substantial number of high-level NIH research employees who are not currently required — by 
existing laws and regulations — to file public financial disclosure statements. They have also led 
to a series of responses by Congress, federal investigative offices, and NIH itself. 


Charge to the NIH Blue Ribbon Panel on Conflict of Interest Policies 

This report responds to NIH’s own inquiry into its conflict of interest policies and whether they 
are sufficient to maintain public trust in the agency and its activities. As part of the NIH 
examination of the consulting activities of NIH investigators, the NIH Director established the 
Blue Ribbon Panel on Conflict of Interest Policies as a working group of the Advisory 
Committee to the Director (ACD), NIH. This Panel consists of members of the ACD and outside 
experts, who are charged to: 

1) Review the existing laws, regulations, policies, and procedures under which NIH 

currently operates regarding: 

• Real and apparent financial conflict of interest of NIH staff where compensation 
or financial benefit from outside sources is received, including consulting 
arrangements and outside awards. 

• Requirements and policies for the reporting of financial interests by NIH staff, 
including which interests are subject to public disclosure and what portion of NIH 
staff file public disclosures. 

2) Make recommendations for improving existing laws, regulations, policies, and 

procedures as appropriate. 

3) Complete the review and development of recommendations within 90 days.^ 


‘ To accommodate NIH and legislative schedules the Panel completed its work in 66 days. 
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4) Provide recommendations to the ACD, NIH, for deliberation and final 
recommendations to the Director, NIH. 

In keeping with this charge, the Panel did not investigate specific allegations or review 
individual cases under investigation elsewhere. Its primary goal was to assess the current status 
of conflict of interest policies and procedures and make recommendations for improvement, 
looking to the future. The Panel met three times in person and once by telephone between March 
1 , 2004, and April 28, 2004, and heard testimony from over 30 individuals (see appendix C). On 
the Panel’s behalf, a website was established to collect NIH staff views on outside activities, 
with over 300 responses received (see appendix D). In addition, individual Panel members 
interviewed, either in person or by telephone, all 27 NIH institute and center directors. At each 
open meeting of the Panel, time was set aside for public comment, and notices of all meetings 
were posted in the Federal Register. 

At the same time the Panel was conducting its work, NIH was also responding to other 
investigations, including the following: 

• HHS Office of Inspector General (OIG): The OIG review is focusing on outside 
activities and, in addition to writing a descriptive report, it will examine compliance with 
requirements to provide information on outside activity request forms. OIG held an 
entrance conference with NIH on March 26, 2004. The final design for the OIG review 
calls for completing data collection by May 14 and data analysis by June 14. The exit 
conference will not be held until mid- July 2004 at the earliest. 

• OGE program/compliance review: OGE is examining compliance and 
effectiveness of certain elements of the NIH ethics program (e.g., financial disclosure, 
outside activities, acceptance of sponsored travel) in selected units of NIH (three 
institutes or centers and the NIH Ethics Office). OGE has completed its site review, and 
NIH is awaiting a preliminary report. 

• U.S. General Accounting Office (GAO): this review probably will not begin until 
mid-summer of 2004. GAO's focus will be NlH's implementation of changes in policies 
and procedures recommended by Advisory Committee to the Director, OGE, and OIG, 

Prior to creating the Blue Ribbon Panel, NIH has taken steps to bring greater transparency to 
employees’ reports of financial interests and provide more stringent review of requests for 
approval of outside activities. On November 20, 2003, the NIH Director announced the 
establishment of a standing internal committee to strengthen NIH’s review of requests for 
approval of certain outside activities and management of approved outside activities. This review 
body, the NIH Ethics Advisory Committee (NEAC), is internal to NIH and advisory to the NIH 
Deputy Ethics Counselor and charged with the review of outside activities for NIH employees in 
certain positions (e.g., senior NIH officials) and other NIH employees who want to participate in 
certain types of outside activity (e.g., involving a biotechnology or pharmaceutical company or 
more than $10,000 annually in compensation). As of May I, 2004, NEAC had met 15 times and 
reviewed 211 cases. 
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In other events, on February 6, 2004, OGE notified NIH of its approval of the agency’s request 
that 93 high-level positions be considered of “equal classification” to positions subject to the 
requirement for filing public financial reports. Thus, before and during the Panel’s deliberations, 
events were transpiring to strengthen NIH’s system for oversight and management of conflicts of 
interest. 

This report has been organized to directly respond to the Director’s charge to the Panel. 
Following this introduction, section II provides background information on the structure and 
culture of NIH as a backdrop to the sections that follow. Section III addresses the requirements 
and policies for reporting by NIH staff of financial interests, including which interests should be 
subject to public disclosure and who should be required to publicly disclose such information. 
Section IV addresses the issue of outside activities, focusing on the adequacy of existing laws, 
regulations, policies, and procedures. Section V provides a summary of the Panel’s views and 
recommendations on these complex issues. 
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Section II. Background 


Understanding some of the key organizational and administrative elements of the National 
Institutes of Health (NIH) is essential in developing an appreciation of its unique status as a 
federal agency as well as the difficulties it faces in achieving a uniformly executed ethics policy. 
These elements include the division of NIH’s 27 institutes and centers into intramural and 
extramural programs, its various hiring authorities and the implications for salary and disclosure 
of personal financial information, and NIH’s mandate to transfer knowledge and technology to 
the private sector. Each of these elements provides a particular context for implementing conflict 
of interest ethics rules, which are described in greater detail in subsequent sections of this report. 


Overview of the Structure of NIH 

NIH is a large, complex, decentralized organization, with headquarters in Bethesda, Maryland. 
Originally a small set of federal research laboratories supporting the public health mission of the 
Public Health Service (PHS), NIH has evolved into a group of 27 major institutes and centers 
and the Office of the Director, each conducting research and related activities on an aspect of 
human health and disease — mostly through grants to scientists in universities and other 
nonfederal research institutions. 

In the current fiscal year (2004) NIH has a budget of over $28 billion. Approximately 10 percent 
of it is dedicated to the intramural research program. Of that amount, roughly $900 million is 
spent on clinical research. Other than a percentage dedicated to purely administrative functions, 
the remainder of the budget (approximately 83 percent) is expended on the extramural research 
program. 

In 2004, the NIH extramural program expects to fund 37,229 research project grants; a number 
of other research grants, cooperative agreements, and contracts; and 17,566 full-time training 
positions. These fbnds are awarded to an extramural research community of an estimated 
212,000 research personnel affiliated with approximately 2,800 organizations, including 
universities, medical schools, hospitals, and other research facilities, both commercial and not- 
for-profit, in all 50 states as well as the District of Columbia, Puerto Rico, Guam, the Virgin 
Islands, and international venues. Of the 17,526 lull-time equivalent NIH employees, 
approximately 3,400 provide support for the extramural program. These individuals are 
responsible for administering the grants and contracts programs — from the development of 
programs, to peer review, to disbursement of funds, to monitoring of and accounting for ongoing 
grants and contracts. In general, extramural program employees, many of whom are scientists, do 
not conduct research as part of their official duties. 

In contrast, the intramural research program consists of more than 2,000 research projects 
conducted by approximately 5,000 government scientists and technical support staff in 
laboratories and a 250-bed research hospital on the NIH campus. All but six of the 27 institutes 
and centers have an intramural program. The intramural research program complements and 
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supplements the extramural program by providing an environment in which long-term, cutting- 
edge research can be conducted in response to public health needs. 

To understand how conflicts might arise from the activities or financial holdings of NIH 
employees, it is important to appreciate the various roles and functions that might be assigned to 
an employee as part of his or her official duties. These responsibilities differ markedly depending 
on whether the employee is in the extramural or intramural program and by role, including 
leadership rank within the institute or center. 

The Extramural Research Program 

NIH provides three major types of awards to the extramural community: grants, cooperative 
agreements, and contracts. Grants for health-related research and research training projects or 
activities make up the largest category of funding. Research project grants are awarded to 
institutions on behalf of a principal investigator in order to facilitate the pursuit of research on a 
scientific objective by the investigator’s laboratory. The funds to support this research are 
awarded through a highly competitive peer review process (review by scientists working in the 
field who are not NIH employees) on the basis of research plans submitted by each investigator. 
For such grants, NIH itself anticipates no substantial program involvement. In addition, 
intramural scientists have no influence on decisions made by extramural program staff. These 
peer reviewers received a modest honorarium. Most disclose all potential conflicts of interest and 
recuse themselves from decisions that involve a conflict. 

Most applications for grant support are unsolicited and originate with the individual 
investigators, who develop proposed plans for research or research training within an area of 
interest to NIH. Occasionally, to hasten the development of a program or to stimulate submission 
of applications in an area of high priority or special concern, an institute will issue a Program 
Announcement to describe new, continuing, or expanded program interests, or issue a Request 
for Applications (Rf A), inviting grant applications in a well-defined scientific area to 
accomplish a scientific task. 

Cooperative Agreements are similar to grants in that they are awarded to assist and support 
research and related activities in the extramural community. However, they differ from grants in 
that the awarding NIH institute or center has a substantial involvement in carrying out the 
project's activities. The rights, responsibilities, and authorities of the prospective awardee and the 
NIH institute are developed in advance. To begin the process, the awarding institute typically 
issues a specific RFA that describes the expected program, functions, and activities, as well as 
the nature of the shared responsibilities. 

As mandated by law, and with few exceptions, the review of grant and cooperative agreement 
applications involves two sequential levels of review for each application. In this system, the 
scientific assessment of proposed projects is kept separate from priority-setting decisions about 
the scientific areas to be supported and the level of resources to be allocated. The first level of 
review, the evaluation of scientific and technical merit, is conducted by one of many chartered 
scientific review groups, referred to as SRGs, managed by the NIH Center for Scientific Review, 
or by the institutes. The group or panel, established according to scientific disciplines or medical 
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specialties, may consist of as many as 16 to 20 members who are primarily nonfederal scientists 
with the appropriate range of expertise in the disciplines and areas of research being reviewed. 

The second level of review is performed by National Advisory Boards, or Councils, of the NIH 
institutes and centers. These panels of 12 to 18 members consist of a mixture of scientists and 
laypersons chosen for their interest in matters related to health and disease. Council members 
review the applications against a broad background of considerations, including relevance, 
program goals, and available funds of the institute; they also consider the appropriateness of the 
scientific review conducted previously by the SRG. 

Contracts for research and development (R&D) are awarded to academic institutions and other 
nonprofit and commercial organizations in order to procure specific activities for scientific 
inquiries in particular areas of research and development that are needed by NIH. Contract 
performance is monitored closely by NIH staff to ensure compliance with the specified statement 
of work. 

Contract projects are subject to a multifaceted review process prior to the award. Usually, 
institute program staff develop the concept for a project, which must be cleared by an outside 
advisory panel. The concept for a planned project is then translated by NIH program staff into a 
Request for Proposals (RFP), which clearly specifies the work that must be done by the 
contractor. Thus, the review process for solicited R&D contracts differs from that for grants in 
that all offerors are responding to a government-defined, precise statement of work contained in 
the RFPs. 

The proposals responding to the contract solicitation are evaluated against the evaluation criteria 
specified in the RFP by technical evaluation groups composed typically of nonfederal scientists, 
who receive a modest honorarium and must disclose all potential conflicts of interest and recuse 
themselves from decisions that involve a conflict of interest. The recommendations of peer 
reviewers and the results of separate NIH staff reviews provide the basis for discussions with 
offerors that are found to be in the competitive range. At the conclusion of these discussions, the 
viable offerors are asked to submit their best and final offer. The award is then made based on 
the final offer judged to be most advantageous to the government. An institute may occasionally 
make an award in response to an unsolicited proposal for a contract if it meets specific NIH 
program needs and can be adequately justified as a noncompetitive award. 

The institute program staff plays an important role in the funding of high-quality extramural 
research projects. Their responsibilities within an institute are variously allocated according to 
grant award mechanisms, medical disciplines, or disease areas. These may be determined by the 
legislation that authorized the institute, by the language of budget authorizations, by specific 
delegations of authority from the institute directors or the NIH Director, or, within broad limits, 
by the actions of the appropriate Councils. Thus, the extramural program staff of the institutes is 
charged with planning and implementing scientific programs and consulting with the Councils 
about future program developments. They are responsible for keeping up with scientific 
developments in relevant areas, and they may convene task forces, workshops, or conferences to 
assess scientific progress in a field or identify new initiatives for an institute. The tasks involved 
in implementing these program responsibilities range from providing advice to interested 
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investigators to organizing extensive collaborative projects requiring a multidisciplinary 
approach by investigators in one or several research institutions. 

In summary, the decisions regarding extramural resource allocations are guided, organized, and 
overseen by a large team composed of some 3,400 NIH employees. However, because of the 
magnitude, diversity, and complexity of the NIH mission, the agency draws on a large national 
pool of non-government scientists actively engaged in research for advice on the selection of the 
most promising research projects for support. Through a process of peer review, these scientists 
rate applications for grants and proposals for contracts, and they attend review meetings at NIH 
to discuss and make final recommendations. These recommendations are in turn considered and 
acted on by National Advisory Boards, or Councils, that are again composed of individuals who 
are not NIH employees. 

This elaborate system of dual review and oversight makes it exceedingly difficult for any one 
individual to affect or alter the outcome of a funding decision. However, because NIH employees 
in the extramural program are involved in the allocation of funds to external entities, they are 
currently held to the same requirements regarding outside activities as intramural employees 
(even though intramural employees are not involved in finding decisions)(discussed further in 
section IV). In addition, OGE regulations permit NIH to prohibit or restrict the acquisition or 
holding of a financial interest or class of financial interests by agency employees and the spouses 
and minor children of those employees, based on the agency’s determination that the acquisition 
or holding of such financial interests would cause a reasonable person to question the 
impartiality and objectivity with which agency programs are administered. 

The Intramural Research Program 

The intramural program consists of basic and clinical research conducted by NIH employees at 
the Clinical Center in Bethesda or in laboratory facilities on campus or elsewhere. Research 
programs focus on specific health problems of special concern to a particular institute or sector, 
including basic research that may not target a specific disease, but that relates to the overall 
mission of the institute or center. As with extramural research, taking advantage of scientific 
opportunities requires continuous adjustments to the intramural research programs. 

Each institute or center intramural research program is led by a scientific director, who reports to 
the relevant institute or center director, and along with the institute or center director is 
responsible for organizing and administering both laboratory and clinical research. The 
evaluation of NIH intramural research programs, projects, and investigators is performed by 
Boards of Scientific Counselors, composed of nonfederal scientists with outstanding 
achievement and expertise in the areas of research pertinent to each of the NIH categorical 
disease institutes or centers. They assess the research in progress, the proposed research, and the 
productivity and performance of staff scientists. The boards serve a dual function; they not only 
provide expert scientific advice to the instimte director and scientific director regarding 
particular projects and employees, they also assess the overall quality of intramural efforts. The 
intramural programs of the institutes are also reviewed by the National Advisory Councils and 
sometimes by additional panels of outside experts convened to address specific issues. 
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The structure and performance of the entire intramural research program (as well as the 
individual programs of the institutes and centers) has been evaluated many times over the past 25 
years by numerous advisory groups, in response to administrative and legislative mandates. Most 
recently, Dr. Elias Zerhouni, Director of NIH, convened a Blue Ribbon Panel on the Future of 
Intramural Clinical Research, which focused exclusively on the clinical research programs across 
NIH. The intramural research program has been highly scrutinized by outside experts for a 
number of reasons, including its relevance to the extramural program; problems with recruitment 
and retention of senior scientists; expansions and contractions of its postdoctoral training 
programs; its sometimes cumbersome administrative requirements and organizational structure; 
inadequately funded congressional and administrative mandates; and its once deteriorating 
facility infrastructure, in particular that of the Clinical Center. In response to each of these 
reviews, NIH leadership has made adjustments to improve the quality and oversight of the 
program. 

Since 1990, the intramural research program’s proportion of the total budget decreased steadily 
from 1 1 percent of the total budget to about 9.5 percent, although in dollar amounts it has grown 
with the doubling of the overall NIH budget. Despite these changes, the program retains a 
distinctive status in the national research enterprise. Its scientists enjoy relatively long-term and 
stable funding of research programs, which allows them to engage in particularly iimovative 
inquiry, including research with high potential payoff but considerable risk of failure. This 
stability stands in stark contrast to that found in the extramural scientific community, where 
investigators spend significant time writing grant applications that might never be funded. In 
addition, intramural scientists conducting clinical research have access to the NIH Clinical 
Center, the only hospital in the United States dedicated solely to research. In general, these 
scientists are not required to teach or serve on the many committees required of their academic 
colleagues. 

Finally, the NIH campus has been an exceptional training ground, especially for clinical 
investigators. About 3,700 intramural fellows are on campus at any given time working in 
laboratories and preparing for their research careers. A significant fraction of the senior 
leadership of the extramural biomedical research community today received its training at NIH 
in the 1960s and 1970s. 

For all of these reasons, the intramural program is an ideal setting to conduct research and has 
had a long history of attracting excellent scientists. Nonetheless, there are some drawbacks to 
being an NIH intramural scientist. In general, salaries and laboratory space do not compare 
favorably with what can be found in the nonfederal sectors, particularly in the case of more 
senior investigators. In addition, conflict of interest constraints make it more difficult to work 
with industry, which restricts the flow of technology and information both out of and into NIH. 

The rapid growth in the NIH extramural program since the 1 970s has enabled biomedical 
research across the country to expand greatly in size and scope, providing superb opportunities 
for research and training at academic facilities elsewhere. Thus, it has become increasingly more 
challenging for NIH to recruit and retain the best scientists, despite progress made in recent years 
in removing some of the administrative impediments to research and in enhancing the 
attractiveness of employment through changes in the pay scale and retirement options for senior 
investigators and the improvement of facilities. 
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NIH Hiring Authorities'' 

NIH uses a variety of personnel appointment authorities that are applied across the intramural 
and extramural programs. These are worth briefly mentioning because they have had important 
implications for salaries and for requirements regarding the disclosure of financial information. 

Title 5 use provides the basic government system for hiring, consisting of the General Schedule 
(GS) which has 15 grade levels with 10 seniority steps within each level (salary range $17,152 - 
$124,783). More than 13,000 NIH employees are employed under Title 5 authority. Title 5 
includes a provision authorizing the payment of up to $30,000 Physician’s Comparability 
Allowance (PCA) to facilitate recruitment and retention of physicians. At NIH, non-clinical 
physicians are authorized PCA payments. NIH has separate legal authority under Title 42 USC 
that authorizes the use of Title 38 USC (Veterans Administration authority) to pay “Physicians 
Special Pay” (PSP) to physicians and dentists and other special pays to nurses and allied health 
professionals. HHS policy limits the combination of Title 5 and Title 38 PSP pay for physicians 
and dentists to $200,000 total compensation, although the legal limits are higher, and nurses and 
allied health professionals to Executive Level I.^ The special pay authorities were requested to 
make NIH positions more competitive with those in academe. As of January 2004, there were 97 
NIH physicians receiving PSP under Title 38, and their median total compensation was 
$178,268, 

A second major appointment authority under Title 5 is the Senior Executive Service (SES). This 
is a government- wide authority, with a pay band of $131,342^ to $142,500. SES positions 
typically are managerial or supervisory, having oversight for large organizations, budget 
authority, and procurement authority. As of January 2004, there were 89 NIH employees in SES 
positions, and the median pay was $142,357. 

Title 42 USC refers to the Public Health Service (PHS) Act, which contains a number of special 
hiring authorities under which PHS agencies (e.g., NIH, CDC, FDA) may appoint scientists and 
“administratively determine” their pay (AD pay plan). Title 42 USC 209(f) and (g) authorities 
have been established in law for many years (at least since the 1960s). The authority in Title 42 
UCS 209(g) has been used for many years at NIH to appoint doctoral-level scientists to conduct 
biomedical research. In 1999, PHS agencies began using the authority in Title 42 USC 209(f) to 
employ scientists engaged in biomedical research, science policy, administration, and research 
evaluation. In 2001, NIH established the NIH Title 42 Pay Model to assure appropriate use of the 
section 209(f) and (g) authorities and provide a flexible and consistent framework for setting 
pay. Pay under the Model ranges from $38,000 to $200,000 (HHS policy limit on pay; there is no 
legal limit). Compensation committees, both at the institute or center level and at the NIH level, 
implement the Pay Model under Title 42. The median salary is $96,589. 

The Title 42 CRS (Clinical Research Support) Alternative Personnel System is not a separate 
authority, but rather refers to the approved usage of Title 42 USC 209(f) authority by the Clinical 
Center, for a pilot project, which began in 2001. The pilot program was implemented to improve 


* AH data on numbers of employees, average salaries, and salary ranges is based on what was in NIH pay system databases on January 24, 
2004. This means that the salary data do not reflect a recent co^ of Jiving adjusQiKnt. 

^The 2003 rate for Executive Level I was SI 71,900, for 2004 it is $175,7{K). 

‘ Subsequent to January 24, 2004, legislation lowered the bottom of the SES salary range. 
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recruitment and retention, predominantly in the nursing and allied health personnel fields for 
patient care. Thus, while Title 42 USC 209(f) is used elsewhere at NIH for doctoral-level 
scientists. Title 42 CRS is narrower and restricted to the Clinical Center. It has a market rate 
driven pay model. As of January 2004, there were 484 nursing and allied health employees in 
this system with a median salary of $64,473. 

Hiring authority also exists under 42 USC sections 282(d)(1), 285a-2(b)(5), and5b-3(b), which 
provide for the hiring of special experts. In addition, the Senior Biomedical Research Service is a 
separate authority under 42 USC, section 237, enacted in law in 1990, as an alternative personnel 
system for the employment of doctoral level scientists directly engaged in biomedical research or 
clinical research evaluation. Five hundred positions are authorized across the Public Health 
Service. NIH’s allocation is 337 positions. By law, SBRS pay band runs from Grade 15, Step I, 
to Executive Level I, total compensation. As of January 2004, 1 27 NIH employees held SBRS 
positions, and the median salary was $156,042. 

An additional hiring authority is the Commissioned Corps of the Public Health Service. It 
employs a military pay system that had a range of pay for officers in January 2004 of $43,560 to 
$167,316 per year. 

In addition to base salary, federal employees can receive recruitment bonuses and retention 
allowance of up to 25 percent of base pay to attract and retain outstanding personnel. In addition, 
managers may reward outstanding performers with cash awards up to $ 1 0,000. 

Overall, the revamping of the pay bands has made NIH more competitive at the lower and 
middle career levels, but salaries lag far behind those in the academic and private sectors at the 
highest levels of management. The differences become especially large for senior-level M.D.s 
with clinical responsibilities 

Significance of Hiring Authorities on Financial Disclosure Requirements 

Certain NIH employees are required to disclose their financial interests to NIH staff involved in 
the ethics program. An employee’s responsibility to disclose his or her financial interests 
depends on position, pay, and/or responsibilities. In some cases, the employee’s hiring 
appointment, described above, also determines whether and how the employee reports his or her 
financial interests. (See section III for a chart comparing hiring mechanisms and financial 
disclosure filing requirements.) Similarly, the office(s) or person(s) at NIH (or sometimes at 
HHS) who is responsible for collecting, reviewing, and certifying such information depends on 
the filing employee’s position, pay, and/or responsibilities. The many hiring authorities used by 
NIH, combined with different regulatory and statutory requirements regarding financial 
disclosure, create a patchwork of policies and procedures that could easily lead to 
misunderstandings . 
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Commercialization of Government-Owned and Government-Funded Technologies 

NIH has a mandate to facilitate the commercialization of its discoveries and inventions, a 
mandate that has blurred the lines between the public and private sectors and that has fostered an 
environment in which public-private interactions are encouraged. Although commercialization 
has merit because of the potential for increased translation of knowledge into clinical application, 
it is an issue that complicates discussions concerning potential conflicts of interest. 

In 1 980, in response to concerns about U.S. competitiveness in the global economy. Congress 
enacted two laws that encourage government-owned and government-funded research 
laboratories to pursue commercialization of the results of their research. These laws are known 
as the Stevenson-Wydler Technology Itmovation Act (P.L. 96-480) and the Patent and 
Trademark Amendments of 1980 (P.L. 96-517), the latter also known as the Bayh-Doie Act. 
Their stated goal is to promote economic development, enhance U.S. competitiveness, and 
benefit the public by encouraging the commercialization of technologies that would otherwise 
not be developed into products because of a lack of incentives in the commercial arena. 

The Stevenson-Wydler Technology Act established the basic federal technology transfer 
policies. This legislation enables NIH and other federal agencies to execute license agreements 
with commercial entities that promote the development of technologies discovered by 
government scientists. The act also provides a financial return to the public in the form of royalty 
payments and related fees. In 1986, the directives of this act were augmented by its amendment, 
the Federal Technology Transfer Act of 1986 (FTTA), which authorizes federal agencies to enter 
into cooperative research and development agreements with nonfederal partners to conduct 
research. The FTTA also authorized federal agencies to pay a portion of royalty income to 
inventors who had assigned their rights to the government, currently a maximum of $ 1 50,000 per 
inventor per year from all royalty sources. These payments are not considered to be outside 
income; they are part of the employee’s federal compensation. 

The Bayh-Dole Act was designed to address barriers to commercial development affecting 
nongovernment entities, with the aim of moving federally funded inventions toward 
commercialization. A key provision of the act is that it provides grantees and contractors, both 
for-profit and not-for-profit, the authority to retain title to government-funded inventions, and it 
charges them with the responsibility to use the patent system to promote the utilization, 
commercialization, and public availability of inventions. 

If the grantee or contractor institution declines title or elects not to pursue practical application of 
the technology, the federal agency can elect title to the invention. By law, the funding agency 
retains a residual interest in all grant- and contract-supported inventions, including a royalty-free, 
paid-up license to use the technology for government purposes. However, this right does not 
extend to a licensee’s final commercial product, nor does it extend to proprietary information or 
trade secrets that belong to another party and may be incorporated in the final product. 

Recipients of extramural NIH research funds, NIH intramural researchers, other federal agencies, 
and industry have now had 20 years of experience in technology transfer under Bayh-Dole. To 
accomplish the transfer of technology, both NIH and NIH-funded extramural institutions 
typically seek patent protection for inventions arising out of their research and license the rights 
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to private entities to promote commercialization. In this way, private entities interested in 
practicing an invention in which they have no ownership may obtain rights to use and 
commercialize it by entering into a licensing agreement with the patent owner. 

A license is a contract with binding commitments on each party, usually involving compensation 
(i.e., royalties, milestone payments). A license does not grant title, or ownership, to the 
invention. A license can be exclusive, when only one party is permitted to use or commercialize 
the technology; co-exclusive, when a limited number of parties have rights to use or 
commercialize the technology; or nonexclusive, when many parties are allowed to use or 
commercialize such rights. 


Conclusion 

Collectively, the organizational configuration, authorities, and mandates of NIH create an 
environment of competing tensions and interests. First, the unique mission of NIH as a research 
organization that both funds and conducts research creates two worlds within one agency. The 
official duties of employees in the extramural program are vastly different from those of 
employees in the intramural program. Second, the intramural program must compete with the 
academic and industrial sectors to recruit and retain scientists, who provide the intellectual 
capital for the agency. This has led to a progressively more competitive pay system that has done 
much to attract employees at the lower- and mid-career levels but not at the upper levels of 
management. Third, the various hiring authorities used by NIH have different requirements 
regarding disclosure of personal financial information by certain employees, creating a complex 
web of rules and procedures that are not always obvious. Finally, a 25-year-old mandate from 
Congress to accelerate the transfer of discoveries and inventions to the private sector has created 
an environment in which the lines once easily drawn between public and private activities are 
less clear and are at times not congruent with the conflict of interest rules that otherwise limit 
such interactions. 

Against this background, section III will focus on the Panel’s findings regarding the appropriate 
requirements for financial disclosure by NIH employees. 
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Section III. Disclosure of Financial Information 
and Outside Activities 


The Ethics in Government Act of 1 978 was issued to preserve and promote public confidence in 
the integrity of government through, for example, requiring certain employees to disclose their 
personal financial interests. This act also created: 

(1) rules and regulations establishing procedures for the filing, review, and, if applicable, 

the public availability of financial statements; and 

(2) criteria to guide agencies in determining which employees should submit these 

reports. 

The act also required the Office of Government Ethics (OGE) to issue regulations establishing 
uniform procedures and requirements for the two types of financial disclosure reporting required 
of certain employees: public and nonpublic (confidential).^ These regulations require high-level 
officials to report certain financial interests publicly, (that is, available to the public through the 
Freedom of Information Act [FOIA]). In addition, to guarantee the efficient and honest operation 
of the government, less senior employees, whose government duties involve the exercise of 
significant discretion in certain sensitive areas, must confidentially report their financial interests 
and outside business activities to their employing agencies. The National Institutes of Health 
(NIH) holds its employees to these OGE regulations for financial disclosure. 

OGE regulations also permit an agency, through supplemental regulations, to prohibit or restrict 
the acquisition or holding of a financial interest or class of financial interests by agency 
employees, and the spouses and minor children of those employees, based on the agency’s 
determination that the acquisition or holding of such financial interests would cause a reasonable 
person to question the impartiality and objectivity with which agency programs are administered. 
For example, HHS issued regulations that further restrict certain financial interests of financial 
disclosure report filers in the Food and Drug Administration (FDA).* This is because FDA “is a 
unique consumer protection and regulatory agency within the [HHS],” and the HHS’ standards 
of conduct needed “further supplementation to reflect this role.”’ However, these supplemental 
HHS regulations do not augment the OGE regulations for non-FDA employees who file financial 
disclosure reports. As such, the supplemental HHS regulations that further restrict financial 
interests of certain FDA filers do not apply to NIH employees. 

Recent media attention has raised several issues about financial disclosure by NIH employees. 
These include concerns regarding the outside activities that have been allowed for a few highly 
paid employees and the fact that a large number of highly paid employees are required to file 
confidentially rather than publicly. Members of Congress have questioned NIH’s reliance on an 
OGE legal opinion that informed the agency that Title 42 employees, including those in senior 
and/or high-paid positions, could not be classified as public filers. The need to increase the 


^ Executive Branch Financial Disclosure, Qualified Trusts, and Certificates of Divestiture, at 5 CFR Part 2634. 
"See 5 CFR 5501.106(c)(3). 

^ See 37 Federal Register 24347, 24348. 
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number of NIH employees who file public financial disclosure reports has been a consistent 
theme of critics. NIH does not have unilateral authority to compel employees to make public 
disclosure, but it does have the discretion to request that the need for disclosure be determined by 
OGE through a process of “equal classification determinations,” which recently resulted in the 
reclassification of 93 NIH employees. 

The Panel focused on whether and how financial disclosures by NIH employees should be 
expanded or otherwise modified to promote public confidence in the integrity of NIH officials. 
These issues were reviewed in the context of NIH’s implementation of OGE regulations 
governing confidential and public financial disclosure, as well as the reasoning behind the 
regulations and interpretations. 

To assess the appropriate requirements for maintaining public trust in NIH, it is important to 
understand the current policies and procedures — specifically, which employees are required to 
disclose financial interests, and when, how, and to whom? Also relevant is the distinction 
between the reporting processes themselves and the degree to which such information is publicly 
accessible, for example readily available (through a website) or accessible only through a FOIA 
request. For the ptirpose of clarity in this report, the Panel will refer to the confidential filing of 
financial information by NIH employees to NIH as “disclosure” and to the public availability of 
such information as “transparency.” 


Financial Disclosure Reporting Requirements 

An employee’s responsibility to disclose his or her financial interests generally depends on 
position, pay, and/or responsibilities. In some cases, the employee’s hiring appointment (e.g.. 
Senior Executive Service [SES]) also determines filing status. Similarly, the office or person 
responsible for collecting, reviewing, and certifying such information is determined by the filer’s 
position, pay, and/or responsibilities. For example, financial disclosure reports of deputy ethics 
counselors are reviewed by the Office of General Counsel, Ethics Division, while the financial 
disclosure reports of other, nonsenior NIH staff are reviewed by ethics officials in the 
employee’s institute or center, or in the Office of the Director. 

In general, financial disclosure requires the employee to provide information about assets and 
income, liabilities, outside positions, financial agreements or arrangements, and gifts and travel 
reimbursements. However, the breadth and depth of information requested in these reports varies 
with the type of form the employee is required to complete. For example, public reporting Form 
278 was developed to collect more specific financial information than the confidential disclosure 
Form 450. Form 278 requires certain officers and high-level employees in the executive branch 
to provide information on the actual monetary value of assets and financial transactions. This 
information is not reported in the confidential financial disclosure Form 450. 
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Confidential Financial Disclosure’" 

Some NIH employees must file the standard government-wide OGE form 450 (see appendix 
E)", disclosing significant financial information internally to NIH supervisors and ethics 
officials. These filings are not subject to FOIA requests. 

Who Files 


Unless subject to public financial disclosure, the following NIH employees are required to file 
confidential financial disclosure reports: 

• In each institute and center; deputy ethics counselors, associate directors, assistant 
directors, division directors, National Institute of Child Health and Human Development 
Center directors, executive officers, and deputy executive officers, 

• Special Government Employees who are not subject to public disclosure, 

• All other employees designated by NIH who perform one or more of the following duties 
or activities and who have not been excluded from the filing requirements: 

o contracting or procurement; 

o administration, monitoring of grants, licenses, cooperative research and 
development agreements, or CRADAs, or other federally conferred benefits, 
regulating or auditing nonfederal entities; 

o other activities that will have a substantial economic effect on the interests of a 
nonfederal entity; or 

o other activities that have the potential to create real or apparent conflicts of 
interest. 

In reference to the latter category of “all other employees designated by NIH,” OGE permits the 
agency to require employees in certain positions to file confidential financial disclosure reports. 
Although hypothetical examples of employees who are required to file confidential financial 
disclosure reports are provided in the regulation (e.g., a contracting officer who performs certain 
duties and works with substantial independence), a 1994 memorandum from the Director, OGE, 


Confidential financial disclosure reporting requirements are set forth in regulations at 5 CFR 2634, Subpart I. 
Federal statute requires that these reports and the infonnation that they contain be kept confidential, even in de- 
identtfied form. Accordingly, confidential financial disclosure reports are exempt from being released to the public, 
under exemptions 3 (A) and (B), 4, and 6 of the Freedom of Infonnation Act (FOIA), 5 USC 552(b)(3) (A) and (B), 
(b)(4), and ^)(6). Agency persottnel shall not publicly release the reports or the information that these reports 
contain, except pursuant to an order issued by a federal court, or as otherwise provided under applicable provisions 
of the Privacy Act (5 USC 552a), and in the OGE/GOVT-2 government-wide executive branch Privacy Act system 
of records, as well as any applicable agency records system. FOIA exemption 3 covers information “specifically 
exempted from disclosure by statute”; exemption 4 protects “trade secrets and commercial or financial information 
obtained from a person [that is] privileged or confidential”; exemption 6 permits the government to withhold all 
information about individuals in “personnel and medical files and similar files” when the disclosure of such 
information “would constitute a clearly unwarranted invasion of personal privacy.” 

" See also ethics.od.nih.gov/form.s/fonns450.hfan for the form. For most NiH employees, the process for preparing, 
reviewing, and certifying confidential financial disclosure forms involves the employee and the institute or center 
deputy ethics counselor (or the person with delegated authority). 
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to the Designated Agency Ethics Officials found, “The most consistent concern which agencies 
expressed about the system was the process of designating positions in which employees are 
required to file an [OGE] 450.”'^ There appears to be insufficient uniformity in these 
determinations. 

The responsibility for designating confidential filers generally occurs at the level of the deputy 
ethics counselor within the institute or center, in many cases with input from an administrative or 
executive officer or the appropriate office director (e.g., scientific director or deputy director). 
However, although the institutes and centers use general regulatory criteria to determine which 
employees must file, each can apply the criteria differently. For example, some institutes and 
centers require all project officers to file a confidential financial report, while others require only 
those project officers above a certain pay level (e.g., GS- 1 2 or 1 3) to file. These determination 
decisions are presumably due to guidance provided by the 1994 memorandum, which specifies 
that “designations should be limited to those pay grades where the duties and responsibilities 
clearly make filing necessary and relevant.”'^ In 2003, there were 5,533 filers of confidential 
reports. This number is expected to increase to 5,845 in 2004. The instructions and forms for this 
report are 6 pages long. 

The Process for Confidential Financial Reporting 

Most NIH employees who are required to report financial interests use the confidential financial 
disclosure report (OGE form 450). As an alternative to the OGE 450, an employee may use a 
different form if he or she has no new financial interests. This form, the OGE 450-A, the 
Certificate of No New Interests, contains no requests for substantive financial information. As 
such, the deputy ethics counselor or reviewing official performs only a procedural review of that 
form to ensure it is properly completed by the employee and tracked by the deputy ethics 
counselor or reviewing official. However, reviewers may refer to previous OGE 450 forms to 
ensure the employee does not have any unresolved issues. 

What Information Is Disclosed 


The confidential reporting system seeks from employees only information that is relevant to the 
administration and application of criminal conflict of interest laws, administrative standards of 


September 14, 1994, available at \vww.usoge.gov/pages/daeograms/dgr_ri1es/1994/do94031,txt. 

In the 1994 memorandum, OGE continues to add examples of positions or employees who should not be required 
to file: “In reevaluating which positions require confidential disclosure, consider the following guidance: For those 
positions involving responsibilities enumerated in 5 CFR 2634.904(aK 1 ), the regulation compels designation only if 
the employee will be required to participate personally and substantially through decision or the exercise of 
significant judgment. For assistance with the terms “personal and substantial,” see the definitions at 5 CFR 
2635.402(b)(4) and 2637.201(d). Additionally, the exclusion criteria in § 2634.905 should be considered in 
conjunction with the designation process, to eliminate designation of positions where, for example, there is a 
substantial degree of supervision or only a remote possibility of a conflict of interest. Thus, not all employees who 
must sign a procurement integrity certification under the Office of Federal Procurement Policy Act must also be 
required to file a confidential financial disclosure report. Agencies may use an appropriate demarcation, such as a 
position’s monetary level of procurement authority, a de facto pay grade floor, or degree of supervision over the 
position. For positions being designated under the more genera! criteria in 5 CFR 2634.904(a)(2), designations 
should be limited to those pay grades where the duties and responsibilities clearly make filing necessary and 
relevant. 
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conduct, and agency-specific statutory and program-related restrictions. The basic content of the 
reports required by the regulations reflects certain information that is generally relevant to all 
agencies. However, depending on an agency's authorized activities and any special or unique 
circumstances, additional information may be necessary. In these situations, and subject to the 
prior written approval of the Director of the OGE, agencies may formulate supplemental 
reporting requirements. 

Public Financial Disclosure 

In contrast to confidential filing requirements, as described above, employees who file public 
financial disclosure reports (SF 278 form [see appendix F]) currently make the disclosure 
internally, knowing of the possibility of public access. Before certain financial disclosure reports 
can be made available to the public, however, two things have to happen. First, the employee 
must fulfill his or her responsibility to complete the disclosure form and provide it to the 
appropriate certifying official within the agency (a process that occurs internal to the agency, 
generally). Second, a member of the public must request access to the information through an 
application process specified in the Freedom of Information Act (FOIA).'^ To this end, the right 
of the public to access certain financial disclosure reports is distinguishable from the employee’s 
responsibility for making the required disclosure. 

Who Files 


Public filers are defined by regulation to include the following positions: 

• Members of the SES and the Senior Scientific Service (SSS). 

• Employees whose positions are classified above GS-15, generally described as “senior 
level” (SL) or “scientific and technical” (ST). 

• Commissioned Corps at 0-7 pay levels. 

• Non-GS employees whose annual rate of basic pay'* is equal to or greater than 120 
percent of GS-15, Step 1,'’ not inclusive of locality adjustments, with the exception of 
Title 42, Career GS/GM-1 5 level employees and Commissioned Corps Officers at the O- 
6 level and below. 

• Experts, consultants, or advisory committee members appointed as Special Government 
Employees (SGEs), who are reasonably expected to serve more than 60 calendar days in 
any calendar year, and whose annualized salary is equal to or greater than 120 percent of 
pay for a GS-15, Step 1. 


See ethics.od.nih.gov/forms/forms278.htm for the SF 278. 

” Specified at 5 CFR 2634.603. 

“ Per a February 1 1 , 1998, OGE legal opinion, "rate of basic pay" in 5 USC app., § 101(f)(3) means the lowest step 
or entry level pay authorized for a particular pay grade or range. See 
www.usoge.gov/pages/advisory_opinions/advop_filcs/t998/98x2.txt. 

” As of January 2004, 120 percent of GS-15, Step 1 is $104,927 (based on the base GS-15, Step 1 salary of $87,439, 
at www.opm.gov/oca/04tables/pdf/gs.pdf). This base amount excludes locality adjustments and “additional” pay 
(such as bonuses, awards, and allowances), but includes annual or periodic pay adjustments (such as cost-of-living 
raises). The base amount is used in calculating the 120percent of GS-15, Step 1. 
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• As of February 6, 2004, through an “equal classification” determination** from OGE (as 
requested by NIH), institute and center directors,” deputy directors, scientific directors, 
and clinical directors are also required to file public financial disclosure reports. 

Unless holding one of the positions listed above, career GS/GM-15 level employees, 
Commissioned Officers at the 0-6 level and below, and employees under the Title 42 
appointment mechanism are exempt from the public financial disclosure requirement, even 
though their salaries may exceed 120 percent of the GS-15, Step 1 pay level. For example, the 
Title 42 mechanism can be used to support specific public disclosure by individuals in positions 
(e.g., doctoral-level scientists and certain allied health personnel for patient care) at pay ranges 
from $38,000 to $200,000. However, the appointments made under Title 42 are not required to 
file public financial disclosure reports because the regulations require employees to file only if 
they are in a pay category which has a “basic rate of pay” that is equal to or greater than 120 
percent of the minimum rate of basic pay for GS-15, Step 1, or $104,927. The Title 42 
appointment mechanism has no basic rate of pay (i.e.. Title 42s have no minimum pay), and 
because of this, such employees do not meet the public financial disclosure filing criteria. 

Although members of the SES do file public financial disclosure reports, shifting higher-paid 
Title 42 employees to the SES does not provide a general solution for several reasons; 

• Many Title 42 employees do not meet the SES qualifications. The SES is for senior 
managerial, supervisory, and program policy personnel; while Title 42 is for doctoral- 
level scientists and physicians, nurses, and allied health personnel engaged in biomedical 
research, clinical care, and/or scientific management/leadership activities. 

• The ceiling placed on the number of SES positions at NIH cannot accommodate the 
expansion that would be entailed in such a shift. 

• The top SES pay level is well below the top pay provided under Title 42, and 
mechanisms to supplement salary (e.g., bonuses and allowances for recruitment and 
retention) cannot be guaranteed because they are not part of base pay. 

In February 1998, OGE wrote the following in response to queries about exclusions from the 
public financial disclosure: 

...some [division] employees who receive relatively high amounts of pay would not be 
required to file. We agree that this may occur, but that is also the case with a number of 
other pay systems. It would be up to Congress to amend the financial disclosure statute, if 
they intended a different result. As an alternative, [division] employees may be required 


Under the authority under 5 CFR 2634.202(c), the OGE (not NIH) may require any other officer or employee in 
any other position determined to file a public financial disclosure report if that individual occupies a position that is 
equivalent to a position that is already specifically designated in the statute by category or salary level. This 
determination is called “equal classification.” 

The “equal classification” determination for institute and center directors was previously requested by NIH on 
June 6, 1994, in a memorandum to OGE; however, OGE ruled that such determination at that time could not be 
provided “without additional details concerning these positions.” NIH at the time did not seek to provide additional 
information. Note, however, that prior to the 2004 OGE “equal classification” determination, institute and center 
directors voluntarily filed the public financial disclosure report. 
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by [the Department] to file confidential financial disclosure reports, under subpart I of 5 
CFR part 2634, if the criteria therein for defining confidential filers are met. While less 
intrusive of filers’ privacy, the confidential system serves the same goal as the public 
system, which is primarily to prevent conflicts of interest.^” 

The Process for Public Financial Disclosure Reporting 


Public financial disclosure reporting requirements are described in the regulations,^* and the 
information is filed on the SF 278 form. For most NIH employees, the process for preparing, 
reviewing, and certifying public financial disclosure forms involves the employee and the 
institute’s or center’s deputy ethics counselor. 

What Information Is Disclosed? 


The public financial disclosure reporting system seeks the following information from 
employees: a brief description of any interest in property held by the filer or his or her immediate 
family; origin and total investment and noninvestment income; purchases, sales, and exchanges 
above a certain amount; certain gifts and reimbursements; liabilities and categorization of 
amount; agreements and arrangement for future employment; and outside positions, including 
income above a certain amount. The instructions and forms for this report are 18 pages long. 

Table 1 at the end of this section compares the requirements for qualification as a public versus a 
confidential filer. 


Discussion 

Current requirements for reporting income from outside activities, or from investments that 
might have relevance to one’s official duties, do not always capture the information needed to 
manage conflicts of interest. The only employees who must currently publicly disclose all 
outside activities as well as financial interests are those required to file an OGE Form 278 
annually. 

The most obvious problem that needs to be corrected is the accident of legislative and regulatory 
history that exempts even highly paid Title 42 employees from this disclosure. NIH has been 
eliminating this problem by securing equivalency determination from OGE with respect to its 
most senior employees, so that these employees are now required to file Form 278. This is an 
effective first step to ensuring that potential conflicts of interest at the highest level of NIH are 
properly managed. In addition, the complexity of Form 278 weakens its intent and it is therefore 
the Panel’s opinion that OGE should seek simplification of reporting, a change requiring 
legislation and that would be applied government- wide. 


Letter to a Designated Agency Ethics Official from Stephen P. Potts, dated February U, 1998. Available at 
http://www.usoge.gov/pages/advisory_opimons/advop_fiies/1998/98x2.htmi 
5 CFR Part 2634, Subpart F. 


31 



156 


Draft 


Section 111. Disclosure of Financial Information 


As specified by OGE, the filing of an annual confidential disclosure of financial interests (OGE 
Form 450) is limited to “those pay grades where the duties and responsibilities clearly make 
filing necessary and relevant,” At present, more than 5,000 of the more than 17,000 NIH 
employees are required to disclose in this manner. Individuals who file this relatively brief 
confidential form need to disclose outside activities with industry and academia, and if the 
income from these activities exceeds $200. However, there is no way of knowing the exact 
amounts of compensation involved. Form 450 is a government-wide form established by OGE, 
and therefore not easily changed. Further, if an individual is not required to file either a public or 
confidential financial disclosure form, and does not have an outside activity approved through 
the HHS Form 520 — as can be the case — ^NIH might have no way of knowing whether a 
potential conflict of interest exists. 


Conclusion 

It is critical to maintain public confidence that NIH’s ethics standards and practices ensure that 
all potential conflicts of interest are managed or eliminated. There are three key considerations in 
determining whether and what type of disclosure should be required: 1) does NIH know enough 
to prevent and manage conflicts of interest? 2) do those who would be directly affected by such 
interests (e.g., subjects of research) have the information necessary to make informed choices? 
and 3) does the public have access to sufficient information to maintain public confidence in the 
integrity of NIH? In answering these questions the Panel attempted to balance the needs of NIH, 
as well as those of research subjects and the public, with the rights of NIH employees as U.S. 
citizens to an appropriate and reasonable degree of privacy. 

Recommendations are made in Section V of this report to improve financial reporting policies 
and practices. 
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Section IV. Outside Activities 


National Institutes of Health (NIH) employees, like other government employees, can legally 
choose to engage in outside activities (paid or unpaid) under certain conditions, with the primary 
stipulation that the activity must not pose a conflict of interest for the individual as a government 
employee. Thus, the activity can in no way interfere with the ability of the employee to conduct 
his or her official duties, provide the individual or institution engaging the federal employee with 
an advantage regarding policy and resource decisions, or allow the employee to use public 
resources for personal gain. 

Many outside activities have no relationship at all to the employee’s official duties, such as, for 
example, playing the violin in an orchestra, while others are so closely related that it is 
exceedingly difficult to draw the line between a scientist performing official duties and a 
scientist using his or her personal, intellectual, and creative capital in outside activities. This is 
especially challenging when the proposed activity draws on the expertise and knowledge of the 
employee, of which only a portion could be rightly attributed to his or her career as an NIH 
scientist. 

Scientists typically complete extensive postgraduate programs, often with multiple postdoctoral 
fellowships at different institutions. In many cases, scientists are recruited to NIH after several 
years, possibly decades, of conducting research and teaching at an academic institution or 
working for industry. Thus, the value of the scientist becomes his or her accumulated knowledge, 
which is manifest in that individual’s accomplishments, discoveries, writings, and considered 
opinions. Deciding at what point knowledge and expertise become elements of a federal 
employee’s “official duties,” particularly in complex fields, is a major challenge facing those 
determining the policies that govern conflicts of interest at NIH. 

Despite the potential for conflicts of interest to arise when a government scientist engages in 
outside activities, a number of arguments can be made in favor of a policy that allows some NIH 
employees to engage in outside activities — albeit within strict guidelines, subject to thorough 
oversight, and with a high level of transparency. First, absent good reasons otherwise, 

Americans, including federal employees, are free to work beyond their primary employment and 
to be paid for that work. Second, for NIH to compete with the other likely employers, it must not 
unduly restrict opportunities for interesting and remunerative outside activities. In order to 
achieve excellence and pursue its mission most effectively, NIH must be able to compete for the 
very best scientists. Finally, Congress and every recent administration has embraced technology 
transfer as one of the missions of NIH. Allowing individual outside activities, including those 
that involve consulting with industry, is an important aspect of technology transfer, both to and 
from NIH. This interaction facilitates the transfer of research advances at NIH to those entities 
that are most likely to bring the benefits of these results to the public, namely commercial firms. 

It is unrealistic to assume that an optimal level of interactions with scientists in academia and 
industry for achieving the mission of NIH can be reached if all NIH scientists are prohibited 
from accepting compensation for such activities, which are traditional in much of the scientific 
community and often require a level of effort well beyond one’s official duties. Moreover, the 
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interactions with industry sometimes will require confidentiality agreements concerning the 
commercial information provided by industry that are forbidden in any official duty activity. 
These outside activities complement, but do not duplicate more formal relationships between 
NIH scientists and industry, such as cooperative research and development agreements 
(CRADAs). 

The proportion of NIH employees engaged in compensated outside activities with industry is 
relatively small. Of the 17,526 full-time equivalent employees at NIH as of March 2004, 118 
employees were involved in 1 96 consulting arrangements with pharmaceutical or biotechnology 
companies. Of the 1 96 activities, ail but 5 involve compensation; 1 73 involve cash payments, 
and 49 involve owning stock in the company (these compensation elements are not mutually 
exclusive). 

No argument in favor of allowing outside compensated activities for NIH employees precludes 
strict limits or prohibitions on certain employees (for example, those in position of authority or 
with control over allocation of resources). There clearly is a need to consider the official duties 
of the employee with respect to each type of compensated activity being proposed (e.g., 
consulting, speaking, writing, teaching, receiving awards) and to the specific circumstances 
surrounding such activity. Thus, determining whether an outside activity poses a real or 
perceived conflict of interest should be decided on a case-by-case basis, as is currently done at 
NIH. Nevertheless, the system of making such determinations must be guided by clear 
principles, provide reasonable consistency, and have transparent procedures. 

This section describes the Panel’s findings concerning the current policies and procedures used 
by NIH to oversee compensated outside activities, discusses the implications of these policies in 
the context of different classes of outside activities and of NIH personnel, and makes 
recommendations for improvement. 


Current Policies and Procedures Governing Outside Professional Activities 

Consistent with the government’s Principles of Ethical Conduct, regulations are in place at NIH 
to mitigate against actual or apparent conflicts of interests, which can result from financial 
interests and outside professional activities, whether compensated on non-compensated. A 
conflict of interest arises under two circumstances. The first can occur when an employee is 
involved in a particular matter as part of his or her official duties with an outside organization 
with which he or she also has a financial interest, or one that is imputed^ to him or her. The 
second occurs when an employee is involved with a specific party in a matter and has a covered 
relationship^’ with the outside organization. In either case, the conflict can be real’'’ or 


^ Imputed interests include financial interests of the employee’s (1) spouse; (2) minor child; (3) general partner; (4) 
an organization in which the employee serves as an officer, director, trastee, general partner, or employee; or (5) a 
person or organization with which the employee is negotiating or has an arrangement for prospective employment. 

“ An employee has a covered relationship with (1) a person, other than a prospective employer described in 5 CFR 
2635.603(c), with whom the employee has or seeks a business, contractual or other financial relationship that 
involves other than a routine consumer transaction; (2) a person who is a member of the employee's household, or 
who is a relative with whom the employee has a close personal relationship; (3) a person for whom the employee's 
spouse, parent or dependent child is, to the employee's knowledge, serving or seeking to serve as an officer, director, 
trustee, general partner, agent, attorney, consultant, contractor or employee; (4) any person for whom the employee 
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apparent,^^ and in limited circumstances, it may be waived^^ or the employee’s participation may 
be authorized^’ in order to allow him or her to be involved in the matter. 

Conflicts, or the appearance of them, may arise either as a result of an employee’s outside 
activities or because of his or her personal financial interests. Although many outside activities 
and financial interests do not constitute a conflict of interest, or the appearance of one, federal 
agencies such as NIH review many of the activities and interests of its employees to ensure 
adherence to the Principles of Ethical Conduct, as well as to other relevant federal statutes and 
regulations. NIH holds its employees to the federal ethics regulations as well as to HHS 
supplemental regulations, as described below. 

NIH and all other federal agencies and employees must comply with generally applicable 
statutes and Office of Government Ethics (OGE) regulations’* that state that an employee shall 
not engage in any outside activity that; 

• Is prohibited by statute or by an agency supplemental regulation; 

• Would, because of a financial conflict of interest or an appearance of such a conflict, 
require the employee’s disqualification from matters so central or critical to the 
performance of his or her official duties that the employee’s ability to perform those 
duties would be materially impaired. 

• Would involve compensated or uncompensated service as an expert witness, other than 
on behalf of the United States, in any proceeding before a federal court or agency in 
which the United States is a party or has a direct and substantial interest, unless, as 
provided in the OGE regulations, the employee’s participation is authorized by the 
agency in which he or she serves; or 

• Would involve compensation from any source other than the Federal Government for 
teaching, speaking, or writing that relates to the employee’s official duties. 

HHS has issued a supplemental regulation” that prohibits for all HHS employees: 

• Compensated outside work preparing or assisting in the preparation of any grant 
application, contract proposal, report, or other document intended for submission to HHS; 
and 


has, within the last year, served as officer, director, trustee, general partner, agent, attorney, consultant, contractor or 
employee; or (5) an organization, other than a political party described in 26 USC 527(e), in which the employee is 
an active participant. 

A real conflict exists when an employee participates personally and substantially in particular matters that have a 
direct and predictable effect on a financial interest of the employee, or one of the five “others” listed above. In this 
case, participation in the official matter is in violation of the criminal statute 1 8 USC 208. 

An appearance of a conflict exists when an employee is involved in a particular matter involving specific outside 
parties (including individual or corporate entities), and the employee knows that the matter will have a direct and 
predictable effect on the financial interests of a member of his or her household or knows that a person with whom 
he or she has a covered relationship is, or represents, a party to the matter. 

Waiver issued pursuant to 18 USC 208(b)(1) by the person responsible for the employee’s appointment to his or 
her position is used to resolve a real conflict of interest. 

Authorization given pursuant to 5 CFR 2635.502(d) by agency designee is used to resolve an apparent conflict of 
interest. 

Title 5 CFR Part 2635, entitled Standards of Ethical Conduct for Employees of the Executive Branch. 

5 CFR Part 5501. 
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• Compensated outside work in an activity funded by an HHS grant, contract, cooperative 
agreement, cooperative research and development agreement (CRADA), or other funding 
mechanism authorized by statute. 

OGE regulations state that, when required by an agency supplemental regulation, an employee 
will obtain prior approval before engaging in outside employment or other outside activities. 

The standard for approval of an outside activity request is that it “shall be granted unless it is 
determined that the outside employment or other outside activity is expected to involve conduct 
prohibited by statute or federal regulation, including 5 CFR Part 2635 and [the HHS 
supplemental regulation].” 

If it wishes to impose additional restrictions, an agency must issue a regulation that supplements 
the OGE regulation. However, an agency may explain how federal statutes and the OGE 
regulations apply to employees of that agency, as NIH has done in its Policy Manual, in which 
the rales applicable to the outside activities of NIH employees are as follows: 

Activities Must Not Be Related to Official Duties . An employee may not receive compensation 
for outside activities that relate to his or her official duties?° An outside activity is considered 
related if the employee was invited primarily because of his or her official position (this would 
be a prohibited use of public position for private gain), or if it deals with any matter to which the 
employee is presently assigned or has been assigned during the previous one-year period, or if it 
deals with any ongoing or announced policy, program, or operation of NIH. Exception : An 
employee may teach a course, with or without compensation, on topics related to his or her 
official duties when that course involves at least two presentations and is offered as part of a 
regularly scheduled curriculum at an accredited institution of higher education. 

Prohibited Activities . An employee may not accept compensation for service of any kind that is 
funded by an HHS contract, grant, cooperative agreement, or other funding mechanism. 
Compensation is also prohibited for assisting in the preparation of or preparing a grant 
application or other document intended for submission to HHS.^' 

Restrictions on Outside Medical or Similar Professional Practice . In order to obtain approval for 
outside professional practice involving patient care, an employee must agree and assure that (1) 
the employee will not have outside patient contact, including telephone calls during official 
working hours, and patient support, including emergency services, must be provided by someone 
other than the employee during those hours; (2) NIH patients may not be referred to the private 
practice of an NIH employee, or from such practice to NIH, and the patients must be informed in 
advance of this policy; (3) the employee will never knowingly establish a physician-patient 
relationship in outside practice with any current or recently discharged NIH patient; (4) no 
employee with final responsibility for the admission of patients to the Clinical Center may 


The basis for this rule is the federal criminal statute, 18 USC 208, which prohibits a federal employee ftom 
participating personally and substantially, as part of his official duties, in any matter that would have a direct and 
predictable effect upon the financial interest of the employee, the employee’s spouse, minor child, general partner, 
an organization in which the employee serves as an officer, director, trustee, general paitner, or employee, or an 
organization with which the employee is negotiating or has an arrangement for prospective employment. 

” This prohibition is imposed by 5 CFR 5501.1 06(c), the HHS regulation that supplements the OGE ethics 
regulation. 
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receive a fee for service as consultant to another physician where the patient’s condition would 
appear to make him or her eligible for Clinical Center admission in an area currently supervised 
by that employee; and (5) an employee will not accept primary responsibility for the care of an 
outside patient except in circumstances where it will clearly not impose on, or interfere with, his 
or her responsibilities as a federal employee. 

Particination in the Business Affairs of Outside Organizations . Under some circumstances, an 
employee may participate in the internal and external business operation of an outside 
organization as an outside activity, including involvement in the human resources, financial, and 
fund-raising activities of the organization. Such involvement usually occurs when an employee 
serves as an officer or member of the board of directors of an outside organization. Such service 
requires that the employee be disqualified (recused) from any involvement with the organization 
in the course of carrying out his or her duties for NIH. 

Unlimited Use of Personal Time . An employee must conduct all outside activities on personal 
time. If outside work is to be performed during normal NIH working hours, the employee must 
be on approved annual leave, leave without pay, credit hours, or compensatory time and not be 
present at his or her duty station. There is no limit on the amount of personal time an employee 
may spend on outside activities as long as it does not affect his or her ability to carry out official 
duties. 

No Use of Government Resources . An employee may not use government resources (e.g., 
equipment, services, stationery, or other supplies or staff) in the performance of outside 
activities. Only information that is in the public domain may be used, and that information must 
not derive from work the employee has done within the last year. An employee may provide 
information on work performed prior to the last year which has been publicly disclosed, provided 
the information is not the subject of ongoing research, programs, or policies. The employee may 
also provide information that is based on his or her general scientific or professional knowledge 
and expertise and not derived specifically from employment at NIH. 

With certain exceptions, both the employee and an outside organization are prohibited from 
referencing the title and place of work of an employee in connection with any outside activity or 
employment, including speaking or writing. 

Any Form of Compensation Is Acceptable . An employee may receive compensation for his or 
her outside work in the form of money, stocks, or any other financial instruments that have 
monetary value. 

Advance Written Approval Required . Under the HHS supplemental regulation, the following 
outside activities require advance approval whether or not they are compensated: (1) consultative 
or professional services, including service as an expert witness; (2) teaching, speaking, writing, 
or editing that relates to an employee’s official duties, or that would be undertaken as a result of 
an invitation extended by a person who is a prohibited source’^ within the meaning of the OGE 


“ The OGE regulation defines a covered relationship as any person who: (1) is seeking official action by the 
employee’s agency; (2) does business or seeks to do business with the employee’s agency; (3) conducts activities 
regulated by the employees agency; (4) has interests that may be substantially affected by performance or 
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regulatioa; and (3) services to a nonfederal entity as an officer, director, or board member, or as a 
member of a group, such as an editorial board, or scientific or technical advisory board or panel, 
that requires the provision of advice, counsel, or consultation — unless the service is provided 
without compensation to a political, religious, social, fraternal, or recreational organization and 
the position held does not require the provision of professional services. 

The NIH policy on outside activities and on avoiding conflicts of interest states that an “apparent 
conflict of interest” arises when an employee is involved in a particular matter involving specific 
outside parties (including individuals and corporations) and the circumstances are such that a 
reasonable person with knowledge of the relevant facts would question the impartiality of the 
employee in the matter. 

The NIH policy is interpreting the OGE regulation^^ that refers to a loss of impartiality as a 
situation in which an employee knows that a particular matter involving specific parties is likely 
to have a direct and predictable effect on the financial interest of a member of his or her 
household, or knows that a person with whom the employee has a covered relationship is or 
represents a party to such matter and that the circumstances would cause a reasonable person 
with knowledge of the relevant facts to question the employee’s impartiality. 

In a general sense, an appearance of a conflict of interest is something less than a real or actual 
conflict or what is sometimes referred to as a direct conflict. Prior to 1995 (see below) NIH 
restricted an employee from engaging in an outside activity with a company that has business 
dealings not directly involving the employee but falling within the laboratory or branch in which 
the employee works. That restriction was addressing an appearance of a conflict of interest. The 
appearance of a conflict would be reduced if the company had business dealings only with the 
institute or center in which the employee works or only with NIH, HHS, or the federal 
government rather than his or her laboratory or branch. In thinking about these degrees of 
appearance or the line between a real and an apparent conflict, it is helpful to consider the degree 
to which an employee with an outside consulting agreement can influence or appear to influence 
official interactions with his or her outside employer. The degree of real or apparent influence 
would thus be greater for a high-level employee than it would be for a lower-level employee. 

The degree of the appearance also may depend on the scope and potential impact of the 
interaction of the employee’s agency or agency component with the company or industry with 
which the employee has an outside activity. 


Other Terminology and Concepts 

Preferential Treatment . Conflicts can be created if an outside party is given preferential treatment 
by an NIH employee conducting official duties, for example, the employee provides a lecture at 
only one industrial firm and refuses invitations to conduct similar activities at other firms. 


nonperfoimance of the employee’s official duties; or (5) is an organization a majority of whose members are 
described in clauses (1) through (4) of this sentence. 

”5CFR§2635. 501. 
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Conflict of Commitment . This term refers to the potential adverse effect on an employee’s 
ability to carry out the duties of his or her primary job when engaging in an outside activity. A 
conflict of commitment might arise because of time constraints or because of competing loyalties 
or responsibilities. The current restrictions on the outside activities of NIH employees do not use 
this term, but they do state that an employee’s outside activities cannot interfere with the 
performance of his or her official duties. 

Prior to 1995 (see below), the NIH limit on the total number of hours that could be devoted to 
outside activities (all of which had to be conducted on “personal” time) was a way of ensuring 
that there was no interference based on the amount of time devoted to the outside activities. 
Similarly, the previous NIH limitations on the amount of compensation from a single outside 
source and on compensation in the form of stock or stock options could be seen as addressing a 
potential conflict of commitment. The greater an employee’s involvement with a single 
company, either through time or compensation, the more that company could be seen as 
competing with the employee’s commitment and loyalty to NIH, his or her primary employer. 

Institutional Conflict of Interest . This term is not used in federal ethics statutes or regulations or 
in past or present NIH policies. However, it is a concept that has been of interest to HHS and 
NIH in the context of institutions that conduct research involving human subjects. In a 2001 
report to Congress, the General Accounting Office (GAO)^"* concluded that a research 
institution’s equity ownership or other financial interest in a company sponsoring research at the 
institution may affect the institution’s review, approval, or monitoring of research conducted by 
the institution or the allocation of equipment, facilities, and staff for research. Although GAO’s 
recommendation regarding institutional conflicts of interest was not limited to a particular type 
of research, the agency noted that recent interest in the issue had been prompted by reports that 
financial conflicts of interest may have been associated with harm to research subjects. The GAO 
report called on HHS to develop specific guidance or regulations addressing institutional 
conflicts of interest. 

On March 31, 2003,’* HHS requested public comment on draft guidelines entitled Financial 
Relationships and Interests in Research Involving Human Subjects: Guidance for Human Subject 
Protection. The draft guidelines recommend that institutions engaged in federally conducted or 
supported human subjects research should consider the following actions regarding institutional 
financial conflicts of interest: 

• Establish criteria to determine what constitutes an institutional conflict of interest, 
including identifying leadership positions for which the individual’s financial interests 
are such that they may need to be treated as institutional financial interests,’* 


U.S. GAO, Biomedical Research: HHS Direction Needed to Address Financial Conflicts of Interest (GAO-02-89) 
(November 2001), 7. 

68 Federal Register 1 5456. 

“ The October 2002 report of the Association of American Medical Colleges Task Force on Financial Conflicts of 
Interest in Clinical Research, entitled Protecting Subjects, Preserving Trust, Promoting Progress 11: Principles and 
Recommendations for Oversight of an Institution 's Financial Interests in Human Subjects Research, concludes that 
an institutional official’s position may convey an authority that is so pervasive or a responsibility for administration 
of research programs that is so direct that a conflict between that individual’s financial interests and the institution’s 
human subjects research should also be considered an institutional conflict of interest. The report does not address 
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• Establish a conflict of interest committee (COIC), to address both individual and 
institutional financial interests, or establish a separate COIC to address institutional 
financial interests. 

• Establish procedures for the disclosure of institutional financial relationships to COICs. 

• Use independent organizations to hold or administer the institution’s financial interest. 

The draft guidance applies to “federally conducted or supported” human subjects research and 
thus would apply to elements of the NIH intramural research program. NIH’s intramural 
research program has drafted a policy that is directed toward the disclosure and management of 
financial conflicts of interest. The draft policy would apply to individuals who substantially 
participate in the development, conduct, or analysis of clinical research protocols or in the 
oversight of human subjects research at NIH, 

As a federal agency, NIH carmot have any equity or ownership interest in a company, but it can 
and does have financial interests in companies through receipt of royalties from the licensing of 
NIH inventions, from the receipt of monetary and other support from companies under 
CRADAs, through gifts, or through formal or informal collaborative research arrangements. The 
definition of a financial conflict of interest in the draft intramural research program policy 
includes obtaining royalties or being an inventor of products being evaluated in human subjects 
research or of products that could benefit from the human subjects research. 

Authorization . An appearance of a loss of impartiality in performing official duties can be 
waived under the OGE regulation.^’ Where an employee’s participation in a particular matter 
involving specific parties does not violate laws or regulations, but would raise a question in the 
mind of a reasonable person about the employee’s impartiality, the agency designee may 
authorize the employee to participate in the matter, based on a determination that the interest of 
the government in the employee’s participation outweighs the concern that a reasonable person 
may question the integrity of the agency’s programs and operations. Factors that may be taken 
into consideration include (1) the nature of the relationship involved; (2) the effect that resolution 
of the matter would have on the financial interests of the person involved in the relationship; (3) 
the nature and importance of the employee’s role in the matter, including the extent to which the 
employee is called upon to exercise discretion in the matter; (4) the sensitivity of the matter; (5) 
the difficulty of reassigning the matter to another employee; and (6) adjustments that may be 
made in the employee’s duties that would reduce or eliminate the likelihood that a reasonable 
person would question the employee’s impartiality. 

The NIH policy states that an employee who has served as a consultant, employee, or board 
member of an outside organization within the last year may not participate in official matters 
involving that organization for one year after the termination of the relationship. The deputy 
ethics counselor may determine that a shorter period of disqualification would be appropriate 
based on an evaluation of the facts of the case and on the application of the factors listed above. 


the effect of an institutional financial interest in a company on an employee’s proposed outside work for that 


company. 

” S CFR § 2635.S02(d). 
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Disgualification or Recusal . An employee with an outside activity that creates a real or apparent 
conflict with his or her official duties can remove the conflict by disqualifying or recusing him- 
or herself from the performance of the duties that would create the conflict. This occurs at the 
time the outside activity is approved if the conflict is foreseeable. Under the HHS regulation, if 
the disqualification that would be necessary to permit the outside activity is so central or critical 
to the performance of the employee’s official duties that his or her ability to perform the duties 
of the position would be materially impaired, the outside activity cannot be approved, or if 
previously approved, the outside activity must be discontinued. Even if a disqualification does 
not meet this standard of interference with an employee’s official duties, it could be seen as 
creating a conflict of commitment, because NIH is agreeing to give up the services of the 
employee in certain areas so that he or she can pursue an interest in serving an outside employer. 

For a high-level employee, a disqualification could pose both administrative and appearance 
issues. If an employee is the head of a division, instimte, or center, it could appear that the 
official is responsible for all activities within that component, even though a recusal has been in 
place. Because high-level officials may not assign their responsibility for official duties that 
would conflict with outside activities to employees that they supervise, the responsibility must be 
assigned to a higher-level employee. For institute and center directors this would require 
assigning the duties at least to the Deputy Director of NIH, whose responsibilities are normally 
NIH wide, rather than being limited to a single institute or center. 


Approval Process for Outside Activities 

Responsibility for implementing the NIH ethics program is coordinated within the 27 institutes 
and centers and the Office of the Director, NIH. Some of those involved include staff in the 
central NIH Ethics Office, NIH deputy ethics counselors and ethics officers in each of the 27 
institutes and centers, and staff in OGE and the HHS Office of General Counsel. The NIH Ethics 
Office serves as the main NIH ethics contact. Its responsibilities include providing assistance to 
the deputy ethics counselors and ethics officers in each institute and center and to other managers 
and supervisors on all aspects of the NIH Ethics Program, including activities with outside 
organizations. This office advises the Director, NIH, and other top management officials of new 
developments, trends, and practices associated with the participation of NIH employees in 
outside organizations. It also provides assistance on informal or formal training for officials as 
needed, disseminates ethics information to those who need to know, and conducts post-audit 
reviews. 

The HHS supplemental regulation requires that advance written approval must be obtained by all 
employees for certain outside activities, whether or not they involve compensation. Supervisors 
review and approve or deny outside activity requests by performing two functions: 1) a 
supervisory management review to consider whether the outside activity could be performed 
more appropriately as an official duty activity and to consider the amount of time that will be 
involved in the activity; and 2) a supervisory ethics review to identify conflicts of interest and 
determine whether a conflict will requite the employee to recuse (disqualify) him- or herself 
from critical official duties. 
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The process for review and approval of outside activities for NIH employees in certain positions 
(e.g,, senior NIH officials) and other NIH employees who desire a certain type of outside activity 
(e.g., involving a biotechnology or pharmaceutical company or more than $10,000 in 
compensation) recently changed, involving a new NIH Ethics Advisory Committee [NEAC]; 
described below). Activities outside NEAC jurisdiction are reviewed and approved by institute 
and center ethics staff. However, it is important to note that the requirement to submit outside 
activity requests has not changed for the employee, even though NIH’s processes and procedures 
for reviewing outside activity requests have changed to bring certain types of cases under central 
NEAC oversight. 

Where the outside activity creates a real conflict of interest, it is not likely to be approved. 
However, as described above, it is possible that a waiver or authorization could be granted, in 
limited circumstances, to allow the employee to have both the outside activity and participate in 
an official duty matter that involves the outside entity. NIH anticipates that waivers or 
authorizations rarely would be approved. A waiver or authorization may be granted in certain 
circumstances, for example, to a new NIH employee who wishes to complete a short-term 
research project with a previous employer while beginning to work on matters involving that 
previous employer as part of the employee’s official duties. However, it is unlikely that NIH 
would issue a waiver or authorization for employees who are first assigned to a matter involving 
an outside organization and then wish to engage in an outside activity with that same 
organization. In this circumstance, the requested new activity creates the conflict and it would 
not be approved. 

To request to participate in an outside activity, the NIH employee has to complete an Outside 
Activity Packet. Although there is no annual reporting requirement, any substantive change in 
the scope of the approved activity would constitute a new activity requiring submission of 
another Outside Activity Packet. This packet includes the following forms: 

• HHS 520: This form is used within HHS to request approval of proposed outside 
activities (activities that are totally outside regular official duties and with outside 
organizations). The HHS 520 is required for all outside activities as described above. 

• Unnumbered NIH Supplement to the HHS 520 : This form provides additional 
information about the outside activity so that the deputy ethics counselor can make an 
informed decision regarding the appropriateness and permissibility of the activity. The 
Unnumbered NIH Supplement to the HHS 520 is required for all compensated outside 
activities. 

• NIH 2657 : This NIH form is used to provide additional information for certain outside 
activities. The NIH 2657 is required for consulting for industry, legal 
consulting/testimony, and professional practice for physicians, nurses, and allied health 
care professionals (e.g., respiratory technicians, social workers, phlebotomists). 

The approval process for outside activities involves one of the following four processes: 
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No Approval Required 

Some activities are exempt from the outside activities restrictions. These include activities that 
do not involve an employee’s work-related professional skills and abilities. Examples of outside 
activities that are not work related include playing an instrument in an orchestra, appraising 
antiques, or teaching aerobic classes. Employees may engage in these types of activities without 
prior approval by a supervisor or deputy ethics counselor. Also not covered by the NIH outside 
activity definition are religious or community service (serving as an officer of a religious 
organization or as PTA president), or other activities that do not readily identify the employee 
with NIH (retail clerk or similar positions). However, if such outside activities involve a 
pharmaceutical or biotechnology company, they must undergo review by NEAC and receive 
approval from the NIH deputy ethics coimselor. 

Recommendation by Supervisor and Approval by an Institute or Center Deputy Ethics 
Counselor 

An employee’s request for approval of an outside activity can be granted by a deputy ethics 
counselor after recommendation by the supervisor, as long as the outside activity does not fall 
under NEAC jurisdiction,^* 

Recommendation by Supervisor and Approval by a Deputy Ethics Counselor: Waiver or 
Authorization Required 

Although 18 use 208 prohibits a federal employee from taking part as a government official in 
any matter in which he or she has a financial interest, other provisions of the statute allow the use 
of a waiver to allow an employee with a real conflict of interest to continue performing official 
duties despite the actual conflicting interests. For example, an agency may determine that a 
disqualifying financial interest in a particular matter is not substantial enough to likely affect the 
integrity of the employee’s services to the government. On making that determination, the 
agency can waive the employee’s disqualification notwithstanding the financial interest and 
permit the employee to participate in the matter. To obtain a waiver, an employee using a waiver 
form must disclose the situation to the person responsible for his or her appointment (e.g., 
institute or center director or designee). 

Separate from a waiver, an authorization can permit an employee to participate in a specific 
matter in the employee’s official capacity with an outside organization in which the employee is 
engaged in a personal capacity, despite the appearance of a conflict of interest with the outside 
organization. An appearance of a conflict arises when an employee is involved in an official 
matter involving specific outside parties and circumstances are present that would cause a 
reasonable person with knowledge of the relevant facts to question the employee's impartiality in 
the official matter. The institute or center deputy ethics counselor determines whether such an 
authorization should be granted. 


NEAC reviews requests that involve (1) awards from nongovernmental sources that include a cash payment 
(including travel reimbursement) equal to or more than $2,500; (2) any outside activity request involving a 
biotechnology or pharmaceutical company; (3) any outside activity request that involves anticipated compensation 
of more than $10,000, or which is expressed as a future income stream; or (4) any outside activity for which 
payment will be entirely, or in part, in the form of stock, stock options, or any other equity position. 
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Recommendation by the Supervisor and a Deputy Ethics Counselor, Review and 
Recommendation by NEAC, Approval by the NIH Deputy Ethics Counselor: No Waiver or 
Authorization Required 

Effective January 12, 2004, the approval processes and procedures were modified for certain 
activities and employees. 

• For outside activity and cash award requests from institute and center directors, 
employees in the Office of the Director, NIH, and senior staff (NIH deputy, associate, 
and office directors), the review process involves NEAC and the NIH deputy ethics 
counselor. 

• For outside activity and cash award requests from institute and center deputy directors, 
scientific directors, clinical directors, and extramural directors, the review process 
involves the institute or center director, NEAC, and the NIH deputy ethics counselor. 

• For all other NIH employees, where the conditions for NEAC review apply, the process 
involves the employee’s supervisor in the institute or center, the appropriate deputy ethics 
counselor, NEAC, and the NIH deputy ethics counselor, if the conditions for NEAC 
review apply. 

After NEAC has reviewed the outside activity request and has made a recommendation to the 
NIH deputy ethics counselor, the NIH deputy ethics counselor either approves or disapproves the 
activity. 


Changes in NIH Outside Activity Rules Over Time 

The current NIH Policy Manual chapter governing the outside activities of NIH employees was 
adopted in 1998. It is based on the outside activity provisions of the 1993 OGE government-wide 
regulation setting forth standards of ethical conduct and the 1 996 HHS regulation supplementing 
the OGE standards. The NIH manual explains how those provisions apply to NIH employees. 
More stringent restrictions can be imposed only through NIH-requested amendments to the HHS 
supplemental regulation, which would need to be approved by OGE. 

From 1988 to 1995, NIH had more stringent limits on the outside activities of its employees than 
it does today. In a 1995 audit of the NIH ethics program, OGE identified several restrictions on 
outside activities that went beyond the restrictions in the 1993 OGE government- wide regulation. 
OGE pointed out that under its regulation the more stringent limits could not be applied to 
employees unless they were employed by an agency to which the supplemental regulation 
applies. Subsequently, on November 3, 1995, the Director of NIH notified institute and center 
directors and Office of the Director staff that NIH’s outside activity policy was being changed to 
conform to the less restrictive government-wide standards of conduct. 
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The following restrictions on outside activities based on the 1993 NIH policy thereby became 
ineffective in 1995 because they were not issued through a supplemental regulation: 

Prohibited Sources for Outside Activities . Intramural employees could engage in an outside 
activity only if the outside entity had no involvement with the employee’s laboratory or branch. 
Extramural employees could engage in an outside activity only if the entity had no involvement 
with the employee’s institute, center, or division. 

Compensation Limitations . Limit of $25,000 from any one outside source (exceptions could be 
approved by NIH of up to $50,000), except compensation for books and royalty income. (From 
1988 to 1 993 the limit on total compensation from consulting for industry and law firms was 
$25,000 per year; with no more than $12,500 from any one company or law firm. The limits on 
lecturing for industry were the same, with an additional $2,000 per activity limit.) 

Service Limitations . Time for all compensated outside activities was limited to 500 hours. (From 
1988 to 1993, the only service limitation was for outside clinical practice: 400 hours per year 
and a weekly tour of duty that did not interfere with the employee’s ability to perform NIH 
duties.) 

Stock Holdings . Employees and their spouses and minor children could not receive stock or 
stock options as compensation for outside work 

Limits on Type of Outside Activity . Service in a management position or on boards of directors 
of a related activity was not permitted for any NIH employee. 

Stringent Limits on High-Level Officials . High-level officials, defined as the NIH Director, NIH 
deputy directors, NIH associate directors, and institute and center directors and deputy directors, 
were limited to writing and editing, outside professional practice (patient care), and participation 
as members of committees or associations involved in selecting recipients of prizes, preparing 
professional examinations, or other similar activities. 

The pre-1995 limitations on outside activities prohibiting compensation in the form of stock or 
stock options and on receiving more than $25,000 from a single company addressed both conflict 
of commitments and the appearance of a conflict of interest. 

Holding stock or stock options, particularly in a start-up company, greatly increases the potential 
amount of compensation and can provide the individual with an ownership interest that gives this 
activity a dominant role in the individual’s priorities over a longer period of time. 


Discussion 

The Panel considered the broad classes of outside activities that could pose a potential conflict of 
interest, or the appearance of one, including consulting or professional practice; teaching 
speaking, and writing; and awards. Each of these three broad categories will be discussed 
separately below. 
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Consulting and Professional Practice 

Scientific consulting currently is allowed when the “primary purpose is to render scientific or 
professional advice based on the scientist’s personal expertise.” This type of consulting can take 
a number of forms, including serving on scientific or advisory boards for biotechnology or 
pharmaceutical companies, serving as an expert witness in a trial, or serving as a scientific 
consultant to a company. Payment can be in the form of cash, stock, or stock options, according 
to current NIH policy. 

If serving on a scientific advisory or review board for a private entity involves decisional 
authority, then the employee must conduct that activity outside of his or her official duties, 
whether compensated or not. In fact, a private entity would be unlikely to engage the employee 
in the activity without pay as part of his or her official government duty because doing so would 
expose confidential and discrete business information (the NIH employee would not be allowed 
to sign a confidentiality agreement under current government regulations). 

Under the current system of approval, enacted in January 2004, any outside activity involving a 
biotechnology or pharmaceutical company must be reviewed by NEAC, in addition to all other 
relevant levels of review, and it must be approved by the NIH Deputy Ethics Counselor. In 
addition, compensation from such outside activities must be disclosed through the HHS 520 
Form (see section III). 

Other professional activities might include medical or allied health professional practice; for 
example, a physician at the Clinical Center might have a practice in which he or she sees patients 
on the weekend or serves as an attending physician at a community emergency room at night. 
The NIH employees who spoke to the Panel gave many reasons for valuing opportunities for 
outside activities, including the educational and professional opportunities offered by serving in 
an advisory capacity to an organization working in related but distinct areas of research, the 
ability to remain competitive with academic counterparts in the same field, the ability to apply 
broadened thought and expertise to their own work at NIH, and the ability to supplement income. 

The difficulty, however, is determining whether the consulting activity involves matters directly 
related to the employee’s official duties. It is the responsibility of the employee, of his or her 
supervisor, and of ethics officials at NIH to determine whether such a conflict exists; if it does, 
the activity would be prohibited. 

Teaching, Speaking, and Writing 

In its 1 994 report. On Being a Scientist, the National Academy of Sciences wrote the following: 

. . .science is inherently a social enterprise — in sharp contrast to a popular stereotype of 
science as a lonely, isolated search for the truth. With few exceptions, scientific research 
cannot be done without drawing on the work of others or collaborating with others. . . .The 
object of research is to extend human knowledge of the physical, biological, or social 
world beyond what is already known. But an individual's knowledge properly enters the 
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domain of science only after it is presented to others in such a fashion that they can 
independently judge its validity. This process occurs in many different ways. Researchers 
talk to their colleagues and supervisors in laboratories, in hallways, and over the 
telephone. They trade data and speculations over computer networks. They give 
presentations at seminars and conferences. They write up their results and send them to 
scientific journals, which in turn send the papers to be scrutinized by reviewers. After a 
paper is published or a finding is presented, it is judged by other scientists in the context 
of what they already know from other sources. Throughout this continuum of discussion 
and deliberation the ideas of individuals are collectively judged, sorted, and selectively 
incorporated into the consensual but ever evolving scientific worldview. In the process, 
individual knowledge is gradually converted into generally accepted knowledge. . . .The 
social mechanisms of science do more than validate what comes to be known as scientific 
knowledge. They also help generate and sustain the body of experimental techniques, 
social conventions, and other “methods” that scientists use in doing and reporting 
research. . . .Because they reflect socially accepted standards in science, their application is 
a key element of responsible scientific practice. 

The sharing of information is critical to the success of science. Not only do scientists publish the 
results of specific research projects, many also write review articles or book chapters, or serve as 
textbook or monograph editors for an entire area of endeavor. Science is a knowledge-based 
enterprise in which scientists with significant expertise are strongly encouraged, even obligated, 
to share that expertise with scientists-in-training and with the broader scientific community. 

NIH intramural scientists routinely teach, speak, and write as part of their official duties. 
However, opportunities frequently arise to conduct these activities on a broader basis than is 
required or expected of a government employee. For example, a laboratory chief is expected to 
supervise the research program of his or her laboratory and to endeavor to have the research 
results emanating from that laboratory published. These are part of the laboratory chiefs official 
duties. However, asking this scientist to edit or write a textbook about his or her area of research, 
teach a course at a local university, or give a series of lectures would likely impinge on his or her 
regular work week, unless personal time was used, including evenings, weekends, or annual 
leave time. 

Although research scientists in the NIH environment enjoy distinct advantages, they also forego 
participating in significant activities to work at NIH instead of at a university campus or medical 
school. In trying to attract and retain the best intellectual talent at NIH, particularly given the 
lack of comparability of government compensation to that in the private sector, it is especially 
important to look critically at NIH as a “campus” and to determine ways to strengthen and 
enliven NIH’s academic atmosphere to make it more attractive to the most talented scientists. 

Three attributes characterize the academic environment: (1) multiple and diverse colleagues 
working in a broad interdisciplinary context; (2) a culture of scholarship that includes the 
opportunity for open and vigorous exchange of ideas and freedom of inquiry and discourse; and 
(3) a rich environment devoted to research and to educating and training the leaders of tomorrow. 


” National Academy of Sciences. 1994. On Being a Scientist. Washington, D.C.: National Academy Press. 
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The breadth and diversity of the academic community can in principle be mimicked by the large 
number of scientists working within NIH. It would be enhanced, however, by opportunities for 
this community of scientists to interact with other scientists more freely. NIH, as large as it is, 
does not represent the universe of scholarly inquiry in the biomedical sciences. NIH scientists 
must be allowed to travel, to attend conferences with their colleagues, and to visit professors at 
other institutions. The biomedical research community is also an international network. To the 
degree that the ability of NIH scientists to interact with this network is stifled, we risk making it 
more difficult to recruit and retain the finest scientists, and we limit the ideas and the connections 
that inform their work. To treat NIH as an island into itself would severely detract from its ability 
to serve as an effective generator of new research and knowledge. 

The culture of scholarship and open discourse go hand in hand. The culture of scholarship, 
although intangible on many levels, characterizes the finest universities in the world, where 
intellectual activity is valued in and of itself and scholars are encouraged to cross disciplines, to 
challenge one another, to ask open questions, and to express radical, unusual, and innovative 
ideas. This openness of scholarly discourse helps us move toward the important paradigm shifts 
that lead to breakthroughs in our understanding of the biology of disease and its treatment. 

Although NIH does not see itself primarily as an educational institution, the ability of scientists 
to attract highly qualified graduate students is key to infusing new ideas into the enterprise. Also, 
because NIH does not have a medical school or graduate school, it is essential that NIH scientists 
are encouraged to teach both in NIH graduate programs and also on a consultant basis as they 
visit medical schools throughout the country and the world. It is certainly possible to make 
teaching and mentoring activities more available to NIH scientists. In addition to the salutary 
effect it will have on the quality of the science, it also will help the best NIH researchers have an 
influence on the education of many of the young scientists who will become tomorrow's leaders. 

As important as this atmosphere of academic freedom is to scholarly pursuit, the fact nonetheless 
remains that when working as an employee of the public one must assume certain additional 
restraints due to the special fiduciary responsibilities imposed. Thus, an employee must request 
permission to conduct teaching, speaking, or writing as an outside activity. Problems arise when 
the teaching, speaking, or writing is related to the employee’s official duties — that is, when it 
relates to ongoing assignments or those given within the last year — or when it relates to an 
ongoing program, policy, or operation of the agency. However, because science is a cumulative 
endeavor, this requirement can give the appearance of allowing employees to teach, speak, or 
write only on topics about which they know little. 

There are some relatively obscure exceptions to this limitation. For example, writing or editing a 
scientific book as a compensated outside activity may be allowed if the publication deals only in 
small part with information gained through official responsibilities. The OGE regulations 
provide some examples of such exceptions: An NCI scientist, for example, who specializes in the 
molecular biology of cancer may not be compensated for a book that focuses on research that he 
or she performs at NIH. However, it is acceptable to edit a textbook on the treatment of all 
cancers that conveys “scientific knowledge gleaned from the scientific community as a whole” 
and that includes a chapter on the molecular biology of cancer. In addition, editing a scientific or 
professional journal is allowed as an official duty only if it does not involve making final 
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judgments about what is to be published. Yet the alternative of teaching, speaking, and writing 
for compensation is also restricted and is allowed “on a subject within the employee’s discipline 
or inherent area of expertise based on his educational background or experience even though the 
teaching, speaking, or writing deals generally with a subject within the agency’s areas of 
responsibility.” 

Teaching for compensation is allowed as an outside activity if it involves multiple presentations, 
involves a course that is part of an established curriculum, or involves elementary or secondary 
schools or institutions of higher learning. If a scientist seeks permission to speak for 
compensation as an outside activity, he or she must do so as a private citizen, not as an employee 
of NIH. This leads to that individual’s name appearing on the program with no institutional 
affiliation (e.g,. Dr. Joan Smith, Bethesda, Maryland). 

In the Panel’s discussion with NIH scientists, it learned that the above set of complex and 
difficult to interpret regulations gives rise to many ambiguities and creates a real conflict with 
the scientific culture outside of the NIH. This in turn casts a shadow over the full participation of 
NIH scientists with the rest of the scientific community that harms both the morale and 
productivity of NIH scientists. 

Awards 

Scientists who make significant contributions to their field, serve as leaders, or excel as 
communicators and educators are frequently given awards by philanthropic foundations, 
professional societies, industry, or federal or state governments. Most scientists consider the 
most prestigious of these awards to be the Nobel Prizes, but many other significant awards are 
made annually or periodically, involving in some cases considerable cash awards. In addition to 
the better known and larger awards, family funds are often granted to universities to establish 
career achievement or leadership awards in science. The growth in the number of these awards 
has been attributed to many factors, including the wish to honor worthy scientists in new and 
emerging fields and the goal of individuals and charitable organizations to boost their scientific 
credentials by identifying themselves with and rewarding first-class scientists. Scientists who 
receive these awards are frequently required to prepare a lecmre as an “acceptance speech.” The 
cash prizes for these awards can range from a few hundred to thousands of dollars. 

Recognition is a critical incentive for motivating scientists. Awards resulting from the critical 
evaluation and assessment of an individual’s or group’s work or career by peers, including 
distinguished scientists, hold considerable value to the recipients. Awards not only raise the 
visibility of the scientist, but also enhance the reputation of his or her institution and research 
area. 

In a June 2003 letter to the Director of NIH, the House Committee on Energy and Commerce 
announced that it was investigating whether NIH is properly implementing ethics statutes and 
regulations relating to “lecture awards,” which are cash awards that recognize public service and 
scientific leadership that are given to NIH officials by an organization in connection with the 
presentation of a scientific lecture sponsored by that organization. The letter stated that 
committee staff had identified instances of the organization making the award having applied for 
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or having received funds from the official’s agency, doing business with or seeking to do 
business with the agency, or having interests that could be substantially affected by performance 
or nonperformance of the official’s duties, 

OGE has determined that bona fide awards, including the cash incident to those awards, are to be 
treated as gifts in recognition of meritorious public service or achievement rather than as 
compensation or earned income for delivering the speech that is routinely expected of an honoree 
at an award presentation. 

The OGE government-wide ethics regulation'*” states that an employee may accept a gift that is a 
bona fide award for meritorious public service or is incident to such an award, subject to the 
following conditions: 

(1) a gift of cash or investment interest in any amount and other gifts with an aggregate 
market value in excess of $200 may be accepted only upon a written determination by 
an agency ethics official that the award is made as part of an established program of 
recognition under which awards are made on a regular basis, or which is funded to ensure 
its continuation on a regular basis, and selection of award recipients is made under 
written standards; and (2) an honorary degree from an institution of higher education may 
be accepted upon a written determination by an agency ethics official that the timing of 
the presentation would not cause a reasonable person to question the employee’s 
impartiality in a matter affecting the institution; and (3) an employee who may accept an 
award or honorary degree under condition (1) or (2) may also accept meals and 
entertainment given to him or her and to members of his or her family at the presentation 
of the degree or award. 

The OGE regulation provides the following example of a permissible award: Based on a 
determination by an agency ethics official regarding the requisite award program and the 
application of written criteria for the award, an NIH employee may accept the Nobel Prize for 
Medicine, including the cash award that accompanies the prize, even though the prize is 
conferred on the basis of laboratory work performed at NIH and requires a speech based on the 
employee’s official duty work as a scientist. 

NIH implements the OGE requirements as follows:"" 

• Official Duty Activity . Although acceptance of most awards must be approved, they 
need not be approved as an outside activity. The employee accepts the award as part of his 
official duties or in his personal capacity while on approved annual leave. 

■ Prohibited Awards . An employee may not accept an award from an organization whose 
interests may be substantially affected by the performance or nonperformance of the employee’s 
official duties or from an association, the majority of whose members would be substantially 
affected by the performance or nonperformance of the employee’s official duties. 


" 5 CFR 2635.204(d)(1). 

Appendix 10 of NIH Policy Manual, chapter 2300-735-4, Outside Work and Related Activities with Outside 
Organizations. 
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■ Permissible Awards . A bona fide award for meritorious public service that is not from an 
organization or association described above; is not cash or an investment interest; and that has a 
market value of $200 or less may be accepted. No written approval is required in that instance. 

■ Other Awards . An employee may accept other awards if approved as set forth below. 

■ Approval of a Deputy Ethics Counselor . Except for permissible awards, all awards from 
outside organizations must be approved in advance by a deputy ethics counselor. In order to 
approve an award of cash or investment interest of any value or another type of award (e.g., 
tangible personal property) with a market value in excess of $200, the deputy ethics counselor 
must certify that the award has been made on a regular basis or, in the case of a newly created 
award program, is funded in such a way that continuation is ensured; and the selection of the 
awardee(s) is made on the basis of written standards or by an established selection committee. 

In reviewing the request for approval, the deputy ethics counselor should consider: 

(1) an award may be accepted for work performed at NIH and an employee may accept 
any money associated with the award, upon approval; and 

(2) an award may be accepted from most sources, including those meeting the definition 
of prohibited sources, unless the source is an organization that has interests that may be 
substantially affected by the performance or nonperformance of the employee’s official 
duties. 

The first example of the application of this mle states that an intramural employee who works in 
a laboratory that has a CRADA and a contract with a drug company may accept an award from 
that drug company where the employee has no personal involvement in or responsibility for 
either mechanism. The second example states that an extramural NIH employee could receive an 
award from a university as long as the employee does not currently administer grants or contracts 
from that university. If an application for NIH funding is received from the university within 
one year of the employee’s receipt of the award, the employee should be disqualified in order to 
avoid the appearance of a conflict of interest. 

■ Disqualification . If the deputy ethics counselor decides that acceptance of the award will 
create the appearance of a conflict of interest, the employee will be disqualified or recused from 
all matters involving the awarding institution. At a minimum, the disqualification will extend 
from the date of the decision to accept the award until the date of the award ceremony or final 
receipt of all monetary items associated with the award (e.g., travel expenses), whichever is later. 


Conclusion 

Because NIH employees have a wide variety of official duties, it is not possible to recommend 
one set of rales that would appropriately apply across all categories of personnel. As such, one 
can view the restrictions that should be placed on employees in terms of position in the 
organization, with the range of allowable outside activities, investments, and interests 
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diminishing as one’s official responsibilities increase. In its deliberations the Panel found an 
extremely complex set of rules governing conflicts of interest at NIH, and in fact, across the 
federal government. In the context of NIH, with its unique mission to conduct and support 
research on its own campus, across the country, and internationally, these rules are widely 
misunderstood by the very people to whom they are intended to apply. This has created 
uncertainty about allowable behavior and engendered fear of inadvertent transgressions — thereby 
significantly damaging morale. 

The Panel found that most of NIH’s policies and procedures for managing conflicts of interest 
are fundamentally reasonable and appropriate, albeit confusing, and it believes that the agency 
has been responsive to direction provided to it in this area by HHS, OGE, and Congress. 
However, improvements can be made to impose greater restrictions on some types of activities, 
relax some restrictions that are inappropriate and counterproductive, and improve the overall 
management of these issues at NIH through better training, education, and resource management. 

The Panel makes recommendations about improving policies and practices with regard to 
review, oversight, and disclosure of outside activities in the next section of this report. 
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Section V. Recommendations 


Overview of Recommendations 

The National Institutes of Health (NIH) is a national and global treasure. Its principal asset is its 
employees, including the truly remarkable scientists and practitioners who choose to serve as its 
employees. In many ways the future health of our nation depends on a robust and productive 
NIH. However, if care is not taken, umesolved concerns about conflict of interest could severely 
damage the ability of NIH to continue to serve the public’s health. Appropriate and effective 
conflict of interest policies help maintain a balance by, on the one hand, ensuring that the science 
NIH conducts and its funding decisions are not, and do not appear to be biased or corrupted, 
causing the public, the broader scientific community, and the government’s funding officials to 
lose faith in the institution’s credibility, and, on the other hand, avoiding a level of restriction on 
activities that would drive talented individuals away from NIH as an employer and discourage 
the dissemination of knowledge. This could happen, for example, if a new set of rules was 
enacted that was highly inconsistent with the established practices of the scientific community. 

Developing sound policies for managing and preventing conflicts of interest requires the 
balancing of several sometimes competing values and considerations. First, government 
employees, like all other citizens, are entitled to a life of their own with reasonable privacy. But 
at the same time, the public has a right to complete assurance that outside activities will not 
inappropriately influence an employee’s judgment or commitment to public service. Second, 
although sound arguments can be made for the enactment of consistent and uniform conflict of 
interest rules across the federal government, each agency, including NIH, has unique 
circumstances and needs. Third, a government employee should not receive personal financial 
gain for outside activities by exploiting knowledge gained through his or her government 
position. Yet much of the accumulated knowledge and value of a scientist might well have 
resulted from efforts made and accomplishments achieved outside of government service. The 
Panel has sought diligently to balance these sometimes conflicting considerations as it developed 
its recommendations. 

In its deliberations the Panel found an extremely complex set of rules governing conflicts of 
interest at NIH and, in fact, across the federal government. In the context of NIH, with its unique 
mission to conduct and support biomedical and health-related research on its own campus, across 
the country, and internationally, these rules are widely misunderstood by some of the very people 
to whom they are intended to apply. This has created uncertainty about allowable behavior and 
has engendered fear that inadvertent transgressions could occur — significantly damaging morale. 

The Panel found that most of NIH’s policies and procedures for managing conflicts of interest 
are reasonable and appropriate, and it believes that the agency has been responsive to direction 
provided to it in this area by the Department of Health and Human Services (HHS), the Office of 
Government Ethics (OGE), and Congress. However, improvements can be made to impose 
greater restrictions on some types of activities, relax some restrictions that are inappropriate and 
counterproductive, enhance disclosure and transparency, and improve the overall management of 
these issues at NIH through better training, education, and resource management. 
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Foremost among these recommended improvements is the necessity to either severely restrict or 
prohibit altogether compensated consulting with industry by three categories of employees: 1) 
senior NIH officials, 2) NIH extramural employees who are responsible for program funding 
decisions and managing grants and contracts and application review, and 3) scientists conducting 
research with human subjects. 

Further, equity payments in all forms should be (prospectively) eliminated for those employees 
who are permitted to consult with industry. All outside consulting should, as is currently the 
case, be conducted on the employee’s own time (e.g., vacation, annual leave, weekends). In 
addition, to avoid conflicts of commitment, outside professional activities should be further 
limited to an annual aggregate of 400 hours per year. For the same reason, the compensation for 
such activities should be limited to 50 percent of NIH salary (exclusive of bonuses), with no 
more than 25 percent of base salary being derived from any one source. Any exceptions to these 
limits must be reviewed by the NIH Ethics Advisory Committee (NEAC) and approved by the 
NIH Ethics Official. 

Recusal as a means of avoiding conflicts of interest should be used sparingly. NIH should 
continue to disallow its employees to enter into outside consulting situations that would require 
them to systematically recuse themselves from official duty matters, except under exceptional 
circumstances and with careful NIH oversight. 

All outside activities related to NIH 's mission should be disclosed to NIH ethics officials, as is 
currently required, and disclosed publicly where required by statute. Similarly, all significant 
investments by NIH employees or their immediate families in biotechnology or pharmaceutical 
companies should be disclosed to NIH, as should any other significant investments that relate to, 
or the value of which could affect or be affected by, the employee’s work, whether or not the 
employee is involved in outside activities. In addition, all work products related to NlH’s 
mission that result from such activities (e.g., written material, speeches, and informed consent 
documents) should include a disclosure of such activities or financial interests. 

Finally, employees should be encouraged to participate in the customary pursuits of the scientific 
community — even with some appropriate level of compensation — including teaching, speaking, 
writing, editing, and receiving awards. There should be no limit on the amount of money an 
employee is allowed to receive from bona fide awards for meritorious public service or 
achievement, from royalties generated from inventions, or from work written or edited as an 
outside activity (as compared to the limits proposed above for consulting). Moreover, where the 
activities could reasonably be considered an official duty, the reimbursement of reasonable travel 
expenses for NIH scientists by outside organizations should be more broadly and uniformly 
allowed where this facilitates public scientific communication and interaction. NIH employees 
can and should make better use of rules that allow them to accept travel and other expenses for 
outside activities. The Panel also recommends that federal rules be changed to allow employees 
engaged in such outside activities to publicly be identified as being affiliated with NIH. The 
current practice that denies this ability is unduly restrictive. 
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Framework for the Panel’s Recommendations 

The Panel’s recommendations are presented in a maimer that recognizes the hierarchy and 
diverse roles and responsibilities of NIH employees. Because NIH employees have a wide 
variety of official duties, it is not possible to recommend one set of rules that would 
appropriately apply across all categories of personnel. As such, one can classify the restrictions 
that should be placed on employees in terms of their position in the organization, with the range 
of allowable outside activities, investments, and interests diminishing as the level and scope of 
official responsibilities increase. 

The most senior NIH employees include the NIH Director and his or her other senior staff (those 
who report directly to the NIH Director); and the institute and center directors and their senior 
staff (deputy, scientific director, clinical director, and other senior staff who report directly to 
these directors). These individuals provide leadership for the priorities, programs, policies, and 
procedures of their respective institutes or centers or for NIH in its entirety and have the potential 
to exert considerable influence over funding and policy decisions and the allocation of resources. 
Moreover, because of the broad reach of their authorities, it would be difficult for many of these 
individuals to recuse themselves from decisions or activities posing a real or perceived conflict 
without unduly compromising their responsibilities to their official duties. 

Two other groups of employees should be subject to special restrictions to avoid conflicts of 
interest: NIH extramural staff responsible for program funding decisions, managing grants and 
contracts, and application review; and intramural scientists conducting studies with human 
subjects. 

An additional important category of employees is those who perform intramural scientific and 
medical research in NIH laboratories with no special role in decisions regarding the allocation of 
government resources and no involvement with human subjects. Restrictions for these employees 
should not be as stringent as those applied to the three categories of employees described above. 

Accordingly, the Panel focused its recommendations on those employees directly involved in 
either overseeing or executing the research programs of NIH. Although all employees support 
that mission, and some also might be engaged in outside activities that are subject to government 
ethics rules, the Panel did not examine non-research-related categories of employees. 


Senior Leadership, Employees with Direct Responsibility 
for Extramural Grants and Contracts, and Researchers Conducting Human Subjects 

Research 

Based on discussions with a large number of witnesses, the Panel believes that — with careful 
review and monitoring — it is advantageous for NIH and for the scientific enterprise to allow 
many NIH employees (especially intramural investigators) to engage in limited, remunerated 
outside activities, including those with biotechnology and pharmaceutical companies. However, 
the Panel recommends that other employees, specifically those in senior management positions 
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across the institutes and centers and designated NIH extramural staff should not be allowed to 
engage in consulting activities with biotechnology and pharmaceutical companies under any 
circumstances. 

There are two primary reasons for this restriction. First, the potential for real or perceived 
conflicts of interest increases with rising authority, decisionmaking capacity, and proximity to 
the allocation of public resources. Second, because of the public and national leadership roles 
played by senior NIH officials, financial relationships with industry may have the appearance of 
giving preference to certain private interests over the public’s interests or of giving preference to 
one private interest over another. 

In addition to consulting for industry, scientists are sometimes asked to serve as consultants to 
academic institutions, for example, as members of a scientific advisory board or as site visitors 
for inspections, accreditation decisions, or funding decisions (from either public or private 
sources), sometimes for pay. A large majority of NIH grants and contracts are awarded to 
academic institutions around the country. Thus, senior NIH employees and those NIH employees 
in the extramural research program responsible for funding strategies and decisions should not 
be allowed to engage in such outside activities with academia for compensation. This is already 
prohibited by HHS supplemental regulations for all NIH employees if the program at the 
university is funded by an HHS mechanism. It would be exceedingly difficult for a high-level 
NIH official or a grants or contracts administrator to avoid real or perceived conflicts of interest 
if he or she were receiving compensation from a grantee institution or contractor. Except when 
the conflict is waived, involvement in outside activities requires individuals to recuse themselves 
when matters related to the sources of their outside activities come before the employee in his or 
her official capacity. Employees at the highest levels of an institute or a center or those directly 
involved in programmatic and funding decisions should do their utmost to avoid being in a 
position of having to recuse themselves from matters that are central to their official 
responsibilities. NIH would otherwise suffer from the absence of these individuals during times 
of critical decisionmaking. 

Recommendation 1 : NIH senior management and NIH extramural employees who 
are responsible for program funding decisions and recommendations, and 
professional staff managing grants and contracts and application review, should not 
engage in consulting activities with pharmaceutical or biotechnology companies or 
in paid consulting for academia. The Panel considers speaking for compensation at 
an industry site as equivalent to consulting for industry. The Panel does not include 
in this prohibition time spent in clinical practice by health care practitioners, if 
approved as an outside activity free of conflicts. 

As a separate category of employees, clinical researchers have a special responsibility for 
ensuring the safety and ethical care of human subjects. Conflicts of interest have the potential to 
threaten the safety of research subjects, and, therefore, these employees should also be subjected 
to a very high level of scrutiny. NIH clinical researchers conducting clinical trials are currently 
not allowed to have consulting arrangements with or financial interests in companies involved in 
the trials they are conducting, such as drug companies providing or directly affected by the 
provision of the agent being tested. The Panel endorses this policy. The Panel also noted with 
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approval the guidelines developed by the Association of American Medical Colleges (AAMC) 
for research with human subjects conducted by scientists working in academia. The AAMC 
guidelines acknowledge that “research with human subjects is a privilege that imposes unique 
obligations.” The guidelines assert that financial interests in research with human subjects are 
“potentially problematic” and require “close scrutiny.” They urge institutions to set up policies 
that require “full prior reporting of. . .significant financial interests that would reasonably appear 
to be affected by the individual’s research....” The guidelines also promote transparency, 
described as “full and ongoing internal reporting and external disclosure of significant financial 
interests that would reasonably appear to affect the welfare of subjects or the conduct or 
communication of research.” 

In simplest terms the AAMC guidelines recommend that there should be a rebuttable 
presumption against certain financial interests in human subjects research. The Panel concurs 
with this approach but also believes that there might be some circumstances in which such 
interests do not pose a conflict or could improve or enhance the safety of a research study. 

NEAC should review such exceptions and recommend to the NIH Ethics Officer an effective 
conflict of management plan. 

Recommendation 2 : The Panel reaffirms current federal law, which states that 
intramural scientists conducting research with human subjects — for example, 
investigators and research team members involved in patient selection, the informed 
consent process, and clinical management of a trial — should not be allowed to have 
any financial interest in or relationship with any company whose interests could be 
affected by their research or clinical trial, except in special circumstances, and with 
an appropriate waiver or authorization. 


Compensated Outside Activities for Other Research-Related NIH Employees 

Most NIH intramural scientists play no role in the allocation of NIH resources to outside entities. 
The Panel recommends that for these scientists a wider range of outside activities should be 
allowed than for the three groups or activities just described. Persuasive arguments can be made 
in favor of a policy that allows these NIH employees to engage in outside activities — albeit 
within clear guidelines, subject to thorough oversight, and with a high level of transparency. 

First, absent good reasons otherwise, and in the interest of promoting the freedom of individuals, 
as well as academic and scientific freedom, restrictions should not be imposed beyond those that 
are needed to protect the interests of the primary employer, the U.S. government. Second, for 
NIH to compete successfully with other potential employers of NIH scientists, the agency must 
not prevent its employees from taking the opportunity to engage in interesting and remimerative 
outside activities. Third, Congress and every recent administration have embraced technology 
transfer as one of the basic missions of NIH. Although fundamental research is of great 
importance, it will in general affect the health of the American public only when it is translated 
through the actions of industry. Engaging in outside activities, including those with industry, is 
essential to accomplishing the goal of technology transfer, both to and from NIH. This type of 
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activity supplements and does not duplicate or overlap with the formal and public arrangements 
negotiated through Cooperative Research and Development Agreements (CRADAs). 

In addition to consulting with industry, an NIH intramural scientist who has nothing to do with 
the awarding of extramural grants and contracts might be invited to perform an important service 
as a paid consultant to an academic institution or professional society — for example, to conduct a 
site visit or help prepare an academic program in his or her field for accreditation. Such activities 
are mutually beneficial — if not prohibited by HHS supplemental regulations because the activity 
is funded by HHS — as the NIH scientist can learn as much from the process as the institution 
gains from the scientist’s expertise. These activities are not part of the scientist’s official duties 
and would have to be conducted, if at all, on his or her own time. 

If all NIH scientists described above were to be prohibited from accepting appropriate 
compensation for outside activities, it would be unrealistic to expect that their level of interaction 
with scientists in academia and industry would be sufficient to allow NIH to fully achieve its 
mission. The Panel believes that with careful oversight and monitoring, potential conflicts of 
interest can be effectively avoided in a way that respects the rights of individuals to pursue their 
personal and scientific interests while simultaneously maintaining public trust in NIH. 

Restrictions on Compensation and Time 

To avoid conflicts of commitment in outside activities, the Panel recommends that, for all NIH 
employees except those engaged in outside medical practice, both a time and an income limit be 
applied with respect to the outside professional activities that are permitted in any given year, 
similar to those specified m requirements at the agency prior to 1 995. The total time spent on 
outside professional activities should not exceed 400 hours a year to ensure that every 
employee’s overriding concern is his or her NIH duties. For the same reason, total outside 
compensation should not exceed an amount equal to 50 percent of the employee’s aimual salary 
(exclusive of bonuses), except in very special circumstances, and no more than an amount equal 
to 25 percent of annual salary should be derived from a single outside source. (Exceptions to 
these limits include the receipt of royalties from patents or written work attributed to approved 
outside activities, as well as bona fide awards, as described below, and outside medical practices, 
as discussed below.) 

In addition, to further ensure that an employee retains a primary obligation to his or her 
government duties, compensation for outside activities should be limited to cash, with payment 
in any fonn of equities, including stock options, prohibited. The latter forms of payment in 
essence make the NIH employee an owner of the company, in addition to coupling reward with 
outcomes, with consequences that could cause a conflict of commitment as well as interest. 

The Panel believes that there should be a special accommodation made with respect to the 
compensated outside activities of those NIH employees who are health care practitioners (e.g,, 
physicians, nurses, social workers). Except where special personnel systems have been designed 
to more closely match salaries in the nonfederal market, this group of employees at NIH is 
particularly imderpaid in comparison to their colleagues elsewhere. Moreover, as health care 
providers, this group should be encouraged to engage in a more extensive clinical practice than 
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that experienced at NIH. This will help them continuously hone and maintain skills derived from 
providing care to a wider array of patient populations than might be seen on a regular basis at the 
NIH Clinical Center or as part of their official duties. Providing medical care and patient services 
in outside settings does not pose any conflict of interest, as tong as those patients are not also 
enrolled in NIH clinical studies with which the NIH employee is involved, a limitation imposed 
by existing NIH policies. 

Recommendation 3 : In addition to existing requirements for engaging in outside 
activities, and the restrictions posed in Recommendations in 1 and 2, the following 
requirements should be in place for all employees who are involved in the 
administration or conduct of NIH research programs; 

a. The total amount earned annually from compensated consulting with industry 
or academia should not exceed an amount equal to SO percent of the employee’s 
annual salary, and no one source should account for an amount exceeding 25 
percent of annual salary. 

b. Employees eligible to engage in compensated outside professional activities 
should not: 

i. receive compensation in the form of stock options or other forms of equities 
for their services 

ii. spend more than 400 hours per year on these activities (writing excepted). 

c. An exclusion to the above limits should exist for NIH employees who are health 
care practitioners. For these employees, there should be a more flexible time 
limitation and the capitation for compensated outside medical care and patient 
services should be 100 percent of base pay, with the one-source limitation 
removed. 

In general, the Panel finds the discussions in the now-superceded 1985 NIH policy on “Outside 
Work and Activities” to be useful for defining the types of potential conflicts that must be 
avoided in permitting such activities. Thus, for example, a researcher clearly should not consult 
with a company that has applied for or received a research contract from the employee’s own 
laboratory or branch. But applying this principle more widely to exclude companies involved 
with the employee’s institute, as specified in 1985, would be too expansive a restriction. It would 
often eliminate scientists from interactions with industry where, due to the lack of control on the 
part of the employee over some far off activity in a different area of work, no conflict is possible. 
Exactly where the line needs to be drawn will depend on individual circumstances and thus 
should be decided through consultation with the appropriate NIH ethics officials. 

Likewise, an employee should not consult for a company whose products are leased or purchased 
by NIH where the employee has a role in such transaction, or for a company where the official 
position of the employee is likely to be used to promote a product or service. Again, determining 
whether an outside activity poses a real or perceived conflict of interest must be decided on a 
case-by-case basis, as is currently done at NIH. 


61 



185 


Draft 


Section V. Recommendations 


Monitoring and Tracking of Outside Activities 

Currently, to request to participate in an outside activity, an NIH employee has to complete an 
outside activity application, which includes HHS Form 520 and supplemental forms if 
compensation is involved, or if certain activities will be conducted, such as consulting for 
industry, legal consulting or testimony, and professional practice for physicians, nurses, and 
allied health care professionals. 

Current regulations require that advance written approval must be obtained by all employees for 
certain outside activities, whether or not they involve compensation. In addition, the process for 
review and approval of outside activities for NIH employees in certain positions (e.g., senior 
NIH officials) and other NIH employees who desire a certain type of outside activity (e.g., 
involving a biotechnology or pharmaceutical company or more than $10,000 in compensation) 
has recently changed, involving the newly created NEAC. These mechanisms, if properly 
implemented, appear to be effective means for monitoring outside activities, although the Panel 
believes that such approvals should be revisited on an annual basis. 

Recommendation 4 : To improve NIH’s ability to manage and track approved outside 
activities: 

a. all requests for outside activities (Form 520) should be updated on an annual 
basis (with such updates indicating only those changes that have occurred); 

b. supervisors should be held accountable for the evaluation and approval of 
outside activity requests, and this supervisory function should be a 
component of a supervisor’s performance evaluation; and 

c. NIH should publish an annual agency-wide statistical report on the number 
and types of outside activities approved for its employees. 


Compensation for Teaching, Speaking, or Writing and Awards 

As described in section III of this report, only a relatively small number of NIH employees are 
engaged in consulting arrangements with industry. In contrast, a substantial number of NIH 
employees are involved in outside activities with professional societies and with academic and 
research instimtions — primarily in the forms of teaching, speaking, or writing (including 
editing). In addition, NIH scientists who are recognized for outstanding scientific achievements, 
leadership, or public service are sometimes the recipients of awards, which may be accompanied 
by a cash prize. The Panel believes these are important — even essential — activities for NIH 
scientists, since they are part of the tradition of science and provide evidence of the value and 
significance of the NIH research community to the larger scientific community. For example, 
speaking at academic institutions or other similar public fora is a critical part of being a 
productive and contributing scientist. It provides an important avenue for the exchange of 
scientific ideas, and both the speakers and the audiences benefit. 

Some of the current restrictions placed on intramural scientists invited to speak at a public forum 
have been counterproductive to the dissemination and exchange of scientific knowledge, as well 
as to the retention and recruitment of the most outstanding individuals by NIH. Among the most 
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troubling requirements the Panel reviewed is that, under the current rules, employees may not be 
compensated for speaking or writing about their scientific work unless it has been both 
completed and published for at least a year. Here the term “completed" has been interpreted by 
NIH to mean that the researcher is no longer concerned with the issue. However, because of the 
iterative nature of scientific inquiry, most scientific work is never completed. For example, a 
scientist might spend an entire career (at NIH and elsewhere) pursuing one narrow area of 
research. Moreover, new employees may have decades of past research accomplishments in the 
same area prior to coming to NIH, and under current rules they could be restricted in speaking 
and writing as an outside activity for an extended period of time, if not indefinitely. 

The need to prevent scientists, as well as other govenunent employees, from being paid twice to 
conduct the same work is appropriate. Accordingly, it is reasonable to require that scientists who 
engage in teaching, speaking, and writing about current, unpublished work do so only as an 
official duty. This type of official duty communication should be encouraged and supported by 
NIH as promoting the free exchange of information. 

However, once a research project has been concluded to the point of publication, it seems 
unnecessarily punitive to forbid an NIH scientist from receiving a reasonable honorarium for a 
lecture on that published work at an academic institution or elsewhere, as would any other 
scientist. These customary but generally modest amounts recognize the extra effort required to 
prepare for and attend such an activity on the employee’s own time and can be monitored with 
appropriate oversight through the NIH ethics process. In general, the Panel believes that such 
compensation does not represent a conflict. Furthermore, it allows the NIH scientist to be treated 
in the same manner as nearly all other scientists, which is in the best interest of NIH, the public, 
and the scientific community at large. 

In addition, it is crucial that these employees continue to be allowed to have reasonable 
transportation and related expenses paid for by the sponsors of seminars and colloquia delivered 
at universities and in other public settings where much scientific information is exchanged. 
Equally important, these scientists should be able to acknowledge their NIH affiliation on such 
occasions. In the interest of full disclosure, it is counterproductive for employees to “hide” their 
institutional affiliation, in accordance with current ethics rules. Any reference to one’s role as an 
NIH employee to suggest NIH endorsement when none is intended is, of course, inappropriate, 
but this issue is readily resolved through disclaimers. 

Regarding royalties or disbursements obtained through the outside activities of textbook writing 
or editing, the Panel could find no compelling reason to limit the amount of money that an 
employee can receive, as long as the activity received prior approval and was deemed to pose no 
conflict of interest, which generally should be the case. 

Recommendation 5 : NIH should seek a change to OGE regulations to allow NIH 
scientists to receive compensation for teaching, speaking, or writing about their 
research providing that the information is to be shared in a public forum and that it has 
appeared in the published literature. 
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Recommendation 6 : NIH intramural scientists should continue to be allowed to engage 
in compensated speaking, teaching, and writing for professional societies and for 
academic and research institutions as an outside activity providing that all ethics review 
and approval requirements are met. 

Recommendation 7 : NIH should seek a change to OGE regulations to permit 
employees to be identified by their title or position (and institntional affiliation) when 
engaged in teaching, speaking, or writing as an approved outside activity. Disclaimers 
should be provided that the activity is not being conducted in the employee’s official 
capacity as an NIH employee and that the views expressed do not necessarily represent 
the views of NIH. 

Recommendation 8 : There should be no restrictions on royalties received on works 
written, edited, or published or on income received from patents licensed by any NIH 
employee who conducted the work as an approved outside activity. 

Recommendation 9 : The current OGE rules regarding receipt of bona fide cash 
awards for meritorious public service or achievement and NIH’s interpretations of the 
rules are reasonable and should apply to all employees. There should be no limit on the 
amount of money received from a bona fide award. These awards are considered gifts 
under current law and are not considered outside activities because the employee 
accepts the award in his or her official capacity. 


Disclosure and Transparency 

Current requirements for reporting income from outside activities, or from investments that 
might have relevance to one’s official duties, do not always capture the information needed to 
manage conflicts of interest. The only employees who must currently publicly disclose all 
outside activities as well as financial interests are those required to annually file a Form 278 (see 
section III of this report). The most obvious problem that needs to be corrected is the accident of 
legislative and regulatory history that exempts even highly paid Title 42 employees from this 
disclosure. NIH has ameliorated this problem by securing equivalency determinations from OGE 
with respect to its most senior employees, so that these employees are now required to file Form 
278. This is an effective first step toward ensuring that potential conflicts of interest at the 
highest level of NIH are properly managed. In addition, the Panel recognizes the complexity of 
Form 278 and encourages OGE to seek simplification of reporting, a change that will require 
legislation and would become government wide. 

As specified by OGE, the filing of an annual confidential financial report (OGE Form 450) is 
limited to “those pay grades where the duties and responsibilities clearly make filing necessary 
and relevant.” Currently, more than 5,000 of the more than 17,000 NIH employees are required 
to disclose in this manner. Individuals who file this relatively brief confidential form need to 
disclose outside activities with industry and academia if the income from these activities is 
greater than $200. However, the 450 form does not capmre the precise amount of compensation, 
and because it is a government-wide form established by OGE, it is not easily changed. Further, 
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if an individual is not required to file either a public or confidential financial disclosure form, as 
can be the case, NIH has no way of knowing whether a potential conflict of interest exists, unless 
he or she has submitted an outside activity request using HHS Form 520. 

The Panel differentiates between public disclosure and internal disclosure within NIH for 
purposes of managing conflicts. Although public disclosure may be seen as a potential tool for 
managing conflicts by exposing them, it has its limitations (i.e., the desired outcome might be to 
eliminate or avoid the conflicted activity rather than merely expose it). Moreover, it is severely 
limited by government-wide statutes and regulations that govern the rules for public disclosure 
of private information collected and maintained by government agencies (including the Privacy 
Act). The Panel applauds the actions taken by NIH thus far in appealing to OGE to expand the 
number of officials required to file public disclosures and recommends further expansion of that 
approach for upper management. The Panel recognizes, however, that any expansion of the 
number of public filers will be limited by law, and that the heavy burden of detailed disclosure 
entailed by the complex form now in use makes it undesirable for general use even if permitted. 
Thus, the principal tool for conflict management for many employees will continue to be 
confidential filing within NIH, using OGE Form 450. 

It is critical to maintain public confidence that NIH’s ethics standards and practices ensure that 
ail potential conflicts of interest are being managed or eliminated. There are three key 
considerations in determining whether and what type of disclosure should be required; 1 ) does 
NIH know enough to prevent and manage conflicts of interest? 2) do those who would be 
directly affected by such interests (e.g., subjects of research) have the information necessary to 
make informed choices? and 3) does the public have access to sufficient information to maintain 
public confidence in the integrity of NIH and its research? In answering these questions the 
Panel attempted to balance the needs of NIH, as well as those of research subjects and the public 
with the rights of NIH employees under law to an appropriate and reasonable degree of privacy. 

Recommendation 10 : To increase NIH’s ability to manage conflicts of interest, it 
should move immediately to either increase the number of employees required to 
annually file a confidential disclosure form (Form 450) or find some other means to 
achieve comparable levels of internal disclosure. 

Recommendation 11 : NIH should ask OGE to make a regulatory change or seek 
statutory modifications to provide NIH with greater discretion in determining whether 
certain Title 42 employees should file a public financial disclosure form (Form 278). 
This would promote the public interest by increasing transparency and would thereby 
enhance trust in government. In the meantime, NIH should seek additional equivalency 
rulings from OGE to increase the number of public filers to include the senior 
employees specified in Recommendation 1. 

Recommendation 12 : NIH supervisors should be provided with enhanced training on 
the criteria to be used for their annual review of financial disclosures so that they can 
become more effective in managing and avoiding employee conflicts of interest. 
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Recommendation 13 : To preserve public confldence in NIH, the agency should put in 
place a policy that requires employees to disclose all relevant outside relationships and 
financial holdings in their work products, such as publications, speeches, and invention 
disclosures. In addition, where relevant, such disclosures should be made to potential 
research subjects as part of the informed consent process. 

?ina!ly, NIH employees are required to recuse themselves from official duties when a conflict or 
potential conflict of interest arises and no waiver has been granted. For example, an employee 
night have a spouse who is an employee of an academic institution applying for a grant or might 
lave financial holdings (that exceed the de minimis threshold) in a company competing to be a 
iiendor for services provided to NIH. In some cases, an employee assigned to participate in either 
hat grant or contract might be asked to divest those interests. In other cases, a waiver might be 
rranted, or conversely, the employee may have to recuse him- or herself from certain matters. 
However, there is no current requirement that recusals be put in writing, which limits the 
effectiveness of this method for managing and avoiding conflicts of interest. 

Recommendation 14 : NIH employees should be required to submit recusals in writing to 
immediate supervisors when a potential conflict of interest emerges. The supervisor should 
then be required to inform those who should be aware of the employee’s need to be recused 
from the official duties for which there is a conflict. As is currently the case, when an 
employee must be recused from official duties, those duties can be reassigned only to 
someone at an organizational level above the employee. As such, recused employees or theii 
supervisors will need to inform both superiors and affected subordinates of the recusal. 


Ethics Training and Administration 

By any measure, the ethics rules of the federal government, enforced through law and by OGE 
rulings — but with additional layers of policies and procedures invoked by HHS and NIH — have 
ereated a complex set of regulations that are not readily understood. Confusion caused by vague 
and overly broad language in the regulations themselves has accentuated the need for many cases to 
36 decided with appropriate attention to context and the specific facts of the situation. Add to this 
the complexity of 27 separate units at NIH, each interpreting the rules in a slightly different way, 
and what emerges is what appears to many employees to be a Conflicts of Interest Tower of Babel. 
This can be remedied in two ways; 1 ) increase uniformity and consistency in interpreting and 
applying the rules across NIH, and 2) provide an enhanced program of training and information 
dissemination for both supervisors and the employee populations in general. 

Although some employees currently must complete an ethics training course, confusion about what 
is allowed and what is not allowed seems to be rampant. Simplified and clear information is needed 
to ensure that all employees understand their ethics obligations. The creation of NEAC has 
provided an opportunity to develop a common body of knowledge or best practices — analogous to 
ease law — based on that committee’s review of individual cases. This information should be used 
to instruct the NIH community on issues of particular concern, sensitivity, or confusion, using 
concise and thoughtful forms of communications that have been pretested using a focus group of 
the intended recipients and revised with its input. 
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Recommendation 15 : The NIH Ethics Office should prepare a user-friendly document 
and website that displays the ethics rules in simple language and emphasizes examples 
of outside activities and financial interests that are permissible, as well as those that are 
not. Employees seeking approval of outside activities should, as part of their submission 
of Form 520 and its supplements, indicate in writing that they have reviewed these 
summary materials and have discussed any questions they have with their relevant 
ethics official and/or supervisor. 

Recommendation 16 : The NIH Ethics Advisory Committee should issue a report of its 
findings, in the form of anonymous case studies and generalizable principles, on a 
regular basis to provide the NIH community with a clear common body of knowledge 
by which to understand and interpret ethics rules. 

Recommendation 17 : NIH management should assure that sufficient resources are 
provided for the administrative and management functions of its ethics activities to 
guarantee that the expanded program proposed in this report can be implemented. 


Other Observations 

Strategies for Retaining the Most Senior Employees at NIH 

One issue that continued to arise throughout the Panel’s deliberations — related to but beyond the 
specific charge of the Panel — is the adequacy of government compensation for NIH employees. 
Although financial remuneration did not appear to be the primary or even an important 
consideration for many scientists engaged in outside activities, the Panel did consider whether 
the potential for NIH scientists to participate in compensated outside activities as a supplement to 
basic government pay is necessary to recruit and retain the world’s best scientists. Many of these 
scientists have tens of years invested in higher education, and many have multiple degrees, with 
additional years spent in postdoctoral fellowships and completing residency requirements. 

The Panel found that for lower and midlevel scientists, NIH salaries were reasonably comparable 
to those in academia. It heard from intramural scientists that the ability to engage in teaching, 
speaking, and writing as other scientists do was generally more critical than salaries in then- 
decision to come to or stay at NIH. However, as scientists became more senior and more 
experienced, NIH salaries become less competitive when compared to the nongovernmental 
sectors: This is especially tme at the highest levels of the agency and for staff clinicians, for 
whom compensation, in financial terms, is far from competitive. 

Title 42 authority provides a special hiring mechanism through what is known as 
“administratively determined” pay. Title 42 addresses the authority of the agency to appoint 
doctoral-level scientists in biomedical research, science policy, administration, and research 
evaluation. Thus, it has a very specific scope and it is currently used as the authority to pay 
employees salaries in the range from $38,000 to $200,000, with the possibility of bonuses — 
recruitment, retention, or performance — calculated on a percentage of the employee’s base pay. 
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The current cap of $200,000 has been in place since 2000, contributing to severe salary 
compression at this level. 

Because the Panel is recommending that the most senior NIH leaders be prohibited from 
engaging in nearly all compensated outside activities, it is especially critical that the agency 
consult with HHS to consider whether the current limit of $200,000 for the nation’s senior 
government scientists is hindering NIH’s efforts to recruit and retain the preeminent scientific 
leaders it needs. The Panel believes that for such individuals this ceiling should be raised. 

Recommendation 18 : The NIH Director, working with Congress, should ensure that 
the agency has authority under Title 42, or some other hiring mechanism, to recruit 
senior scientific staff in the current highly competitive market. In addition, the NIH 
Director should ask HHS to review and, if appropriate, raise the current annual salary 
capitation of $200,000 for the most senior Title 42 employees at NIH. The Pane! is 
concerned that the present ceiling is limiting the agency’s ability to recruit and retain 
the nation’s best scientists as the leaders of NIH. 

The Current Morale of NIH Scientists 

The Panel was surprised to learn that relatively few NIH employees are in fact engaged in 
consulting agreements with biotechnology or pharmaceutical companies — an activity that 
currently involves only about 120 of NIH’s 17,500 employees. Yet the high level of reasonable 
concern expressed by Congress and the media about the potential for conflicts of interest when 
consulting with industry — itself a small fraction of the outside activities engaged in by NIH 
scientists — has had a decidedly negative impact on the morale of a large number of NIH 
intramural scientists. 

In its interviews with NIH scientists, the Panel observed that a heightened scrutiny with regard to 
ethics issues has increased the confusion about the existing policies. There is a widespread sense 
that rules on all outside activities are being changed midstream or suddenly overly interpreted 
out of caution. NIH scientists are concerned that they might be unable to fully participate in the 
community of science in the future, and senior management worries about the impact that 
possible new policies could have on the recruitment and retention of scientists at NIH. Worse 
yet, there seems to be widespread fear of committing an inadvertent transgression in this 
complex of sometimes arcane rules and interpretations. In short, many NIH scientists sense that 
they are unfairly being forced to live under a cloud of suspicion. 

The Panel believes that the recommendations presented in this report are important for 
addressing these concerns, and it urges that they be adopted as quickly as possible. This is 
needed to assure the continued, deserved public confidence in the extraordinary work of NIH, to 
continue to enhance the quality of the scientific staff at NIH, and to rectify what the Panel 
perceives as a critical and growing morale problem among the agency’s excellent staff. 
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Appendix B: Panel Biographies 

BRUCE ALBERTS, PH.D. has served in the fall-time position of President of the National 
Academy of Sciences, a private and independent non-govemmental organization in Washington 
D.C, since July 1, 1993. In that position he also chairs the National Research Council, the 
operating arm of the National Academies (which also includes the National Academy of 
Engineering and the Institute of Medicine, two other important honorary societies). Prior to 
moving to Washington, Dr. Alberts was a fall-time faculty member who carried out research in 
cell and molecular biology while teaching undergraduates, graduate students and medical 
students. After graduating summa cum laude from Harvard College in 1960, he received his 
Ph.D. in Biophysics from Harvard in 1965. After a year of postdoctoral research in Geneva, 
Switzerland, he joined the faculty at Princeton University as an Assistant Professor of Chemistry 
in 1966. Ten years later, he left Princeton to become a professor at the Medical School at the 
University of California, San Francisco (UCSF). At UCSF for 17 years, he was awarded a 
Lifetime Professorship by the American Cancer Society, and he served as the Chair of the 
Department of Biochemistry and Biophysics. Much of the scientific work that was carried out in 
the laboratory of Dr. Alberts focused on dissecting the detailed molecular mechanisms, involving 
the miniature protein machines that all cells use to make new copies of their chromosomes 
through a process called DNA replication. This research was funded by a series of grants from 
the NIH as well as by several other research agencies. The National Academies are frequently 
asked to study hard problems by the National Institutes of Health and many other government 
agencies. Recent examples include the report Enhancing the Vitality of the National Institutes of 
Health: Organizational Changes to Meet New Challenges, published in July 2003, and a report 
on the Discovery of Antivirals against Smallpox to be released in May 2004. 

NORMAN R. AUGUSTINE joined the Douglas Aircraft Company in 1958 as Program 
Manager and Chief Engineer. Beginning in 1965, he served in the Office of the Secretary of 
Defense as an Assistant Director of Defense Research and Engineering. Joining the LTV 
Missiles and Space Company in 1970, he served as Vice President, Advanced Programs and 
Marketing. In 1973 he returned to government where he served as Assistant Secretary for R&D 
and subsequently as Under Secretary and for four months as Acting Secretary of the Army. 
Joining Martin Marietta Corporation in 1977 as Vice President of Technical Operations, he later 
served as Chairman and CEO, having previously been President and Chief Operating Officer. He 
served as President of Lockheed Martin Corporation upon the formation of that company in 
1995, and became Chief Executive Officer and later Chairman. He currently serves as Chairman 
of the Executive Committee of Lockheed Martin. Mr. Augustine served as Chairman and 
Principal Officer of the American Red Cross for nine years and is a former Chairman of the 
Education Task Force of the Business Roundtable, and a member of that organization’s Policy 
Council. He is a former Chairman of the National Academy of Engineering and a former 
President of the Boy Scouts of America. He has been on advisory boards to the White House, 
U.S. Senate, NASA, FAA, and the Departments of Defense, Army, Navy, Air Force, Energy, 
Transportation, and Homeland Security, the General Accounting Office, and NATO. He has 
been presented the National Medal of Technology, has five times been awarded the Department 
of Defense's highest civilian decoration, the Distinguished Service Medal, and has received the 
Joint Chiefs of Staff Distinguished Public Service Medal among numerous other government 
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service medals. Mr. Augustine received both his bachelor's and master's degrees in aeronautical 
engineering from Princeton University. 

CHRISTINE K. CASSEL, MD, MACP, became President and CEO of the American Board of 
Internal Medicine and ABIM Foundation in Philadelphia, in July 2003, after recently serving as 
Dean of the School of Medicine and Vice President for Medical Affairs at Oregon Health & 
Science University in Portland, Oregon. Dr. Cassel is a leading expert in geriatric medicine, 
medical ethics and quality of care. Among her many professional associations. Dr. Cassel is 
immediate Past-Chair of the ABIM Foundation Board of Trustees and is currently Chair of the 
Board of the Greenwal! Foundation, which supports work in bioethics; President of the American 
Federation for Aging Research; member of the Advisory Committee to the Director at the 
National Institutes of Health. Dr. Cassel was recently elected to the Institute of Medicine 
Governing Council. She served on previous lOM committees responsible for influential reports 
on quality of care and medical errors, chaired a recent report on end-of-life care, and co-chaired a 
report on public health. Earlier, Dr. Cassel served on the President's Advisory Commission on 
Consumer Protection and Quality in the Health Care Industry (1997-98). An active scholar and 
lecturer. Dr. Cassel publishes extensively in professional journals, books, editorials and special 
reports. She is currently concerned with quality improvement in health care, health-professional 
education, biomedical ethics, geriatric medicine, palliative care, healthcare policy, and healthy 
aging. Nationally prominent as chief editor of a seminal textbook. Geriatric Medicine (Fourth 
Edition), Dr. Cassel also edited A Practical Guide to Aging (1997), co-authored Ethical 
Dimensions in the Health Professions ( 1 993), and co-edited Ethical Patient Care (2000), 
Approaching Death (1997), Encyclopedia of Bioethics (1995), Nuclear Weapons and 

Nuclear War (19Z4). Her new book. Medicare Matters: Older Americans and the Future of 
Medicare, is currently in press. Dr, Cassel was formerly Chair of the Department of Geriatrics 
and Adult Development and Professor of Geriatrics and Medicine at Mount Sinai School of 
Medicine in New York City, During ten years at the University of Chicago, Pritzker School of 
Medicine, Dr. Cassel was Chief of the Section of General Interna! Medicine, Professor of 
Geriatrics and Medicine, Founding Director of the Robert Wood Johnson Clinical Scholars 
Program, and Founding Director of the Center for Health Policy Research. Dr. Cassel received 
her medical degree from the University of Massachusetts and completed her residency in internal 
medicine at Children's Hospital and the University of California at San Francisco, with 
subsequent fellowships in bioethics and geriatrics at San Francisco and Portland, Oregon. 

THOMAS H. MURRAY, PH.D. is President of The Hastings Center, an independent non- 
profit, non-partisan research institute devoted to ethical issues in health and medicine and the life 
sciences. Dr. Murray was formerly the Director of the Center for Biomedical Ethics in the 
School of Medicine at Case Western Reserve University in Cleveland, Ohio, where he was also 
the Susan E. Watson Professor of Bioethics. Dr. Murray’s research interests cover a wide range 
of ethical issues in medicine and science, including genetics, children, organ donation, and health 
policy. Among Dr. Murray’s current activities, he directs a research project on conflicts of 
interest in biomedical research. He is a founding editor of the journal Medical Humanities 
Review, and is on the editorial boards of Human Gene Therapy, Politics and the Life Sciences, 
Cloning, Science, and Policy, Medscape General Medicine, Teaching Ethics and the Journal of 
law. Medicine & Ethics. He is also editor, with Maxwell J. Mehlman, of the Encyclopedia of 
Ethical. Legal and Policy Issues in Biotechnology . (John Wiley & Sons, 2000). He served as a 
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presidential appointee to the National Bioethics Advisory Commission from 1996 - 2001 where 
he served as chair of the subcommittee on genetics. He served as a member of the Committee on 
Ethics of the American College of Obstetrics and Gynecology and is former Chair of the Social 
Issues Committee of the American Society for Human Genetics. He is currently a member of the 
Ethics Committee of the Human Genome Organization. He is a past member and founder of the 
Working Group on Ethical, Legal and Social Issues to the National Institutes of Health Center 
for Human Genome Research, and chaired its Task Force on Genetics and Insurance. He is Past 
President of the Society for Health and Human Values. From 1999 to 2000 he served as the 
President of the American Society for Bioethics and Humanities. Dr. Murray also served as a 
member of the AAMC Task Force on Conflicts of Interest from 2001-2002 and is currently a 
member of the Center for Strategic & International Studies’ Council on Biotechnology Research, 
Innovation and Public Policy, He also serves on the Advisory Committee for the Genomics 
Institute at the Wadsworth Center, is an Affiliated Scholar of the Institute for Bioethics, Health 
Policy and Law at the University of Louisville and is a member of the Food and Drug 
Administration’s Biological Response Modifiers Advisory Committee. He is the author of more 
than 200 publications. His most recent books are The Worth of a Child, published by the 
University of California Press, and Healthcare Ethics and Human Values: An Introductory Text 
with Readings and Case Studies, Blackwell Publishers, which he edited with Bill Fulford and 
Donna Dickenson. 

PHILIP A. PIZZO, M.D. became Dean of the School of Medicine at Stanford University in 
April, 2001 leaving his previous position as the Physician-in-Chief and Chair of the Department 
of Medicine at Children’s Hospital, Boston and the Thomas Morgan Rotch Professor and Chair 
of Pediatrics at Harvard Medical School, Prior to that. Dr. Pizzo served sequentially as a Senior 
Investigator, Chief of the Infectious Disease Section, and Chief of Pediatrics, at the National 
Cancer Institute. He received his B.A. from Fordham College, graduating Phi Beta Kappa and 
cum laude in 1966. He received his M.D. degree with Honors and Distinction in Research in 
1970 from the University of Rochester School of Medicine. After completing his residency in 
Pediatrics at Children's Hospital, Boston, in 1973, Dr. Pizzo joined the Pediatric Oncology 
Branch of the National Cancer Institute (NCI) as a clinical associate, and then served as a 
pediatric oncology investigator at the National Institutes of Health (NIH), where he trained in 
both pediatric oncology and infectious diseases. In 1981 Dr. Pizzo was appointed chief of 
Pediatrics at NCI, and in 1995 was named Acting Scientific Director of NCI’s Division of 
Clinical Sciences. He was also the director of the Infectious Disease Section at NCI. Dr. Pizzo 
also was professor of Pediatrics at the Uniformed Services University of the Health Sciences in 
Bethesda, MD. Dr. Pizzo’s research efforts have focused on the treatment of childhood cancers 
and on the diagnosis, management, and prevention of infectious complications in 
immunocompromised hosts. He and his colleagues also developed new treatments for children 
with symptomatic HIV infection. The author of over 500 articles and editor of 1 3 books. Dr. 
Pizzo also serves on numerous national and international advisory and editorial boards and has 
received many honors and awards for his scientific work. He is a member of numerous 
distinguished societies, including the Institute of Medicine of the National Academy of Sciences. 


STEPHEN D. POTTS, J.D. is Chairman of the Fellows Program of the Ethics Resource Center 
(ERC), a non-profit organization focused on organizational ethics, a position he has held since 
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September 2000. He will become Chairman of the Board of ERC on June 15, 2004. Prior to 
joining ERC, Mr. Potts served for 10 years (1990-2000), under two Presidents, as Director of the 
U.S. Office of Government Ethics. Prior to that time, Mr. Potts was a Partner at Shaw, Pittman, 
Potts & Trowbridge from 1961 until 1990. He also held the position of Vice President of 
Cherokee Life Insurance Company from 1959 to 1961, and was an Associate Attorney at Farris, 
Evans & Evans in Nashville, Tennessee from 1957 to 1959. In addition, Mr. Potts served as a 1st 
Lieutenant in the U.S. Army, Judge Advocate General’s Corps. Mr, Potts served as Interim 
President of the Ethics Resource Center rmtil February 2002. He also serves on the 
organization’s Board of Directors. Other business activities include serving as a Member, Board 
of Directors, Fairways Corporation, 1972 - 1990; Member, Board of Directors, Wood River 
Capital Corporation, 1985 - 1988; Member, Board of Directors, Marline Oil Corporation, 1978 - 
1985; Agency Vice President, Cherokee Life Insurance Company, 1959-1961; American Bar 
Association; District of Columbia Bar Association; and Tennessee Bar Association. Other civic 
activities he has been affiliated with include the Board of Advisors, University of Kentucky. Mr. 
Potts earned his bachelors degree in Political Science from Vanderbilt University, and an L.L.B. 
from Vanderbilt Law School. 

DOROTHY K. ROBINSON, J.D. is Vice President and General Counsel of Yale University, 
where she has served as chief legal counsel for nineteen years, and as an officer of the University 
for almost as long. Previously, she held positions as Deputy General Counsel, Director of 
Federal Relations and Associate General Coimsel of Yale University. Before coming to Yale in 
1978, she practiced law with the firm of Hughes Hubbard & Reed in New York City. She 
received her B.A. from Swarthmore College, with Honors, and Phi Beta Kappa in 1972. She 
received her J. D. in 1975 from the University of California School of Law (Boalt Hall), where 
she served on the California Law Review. She is a member of the bar of the states of 
Connecticut, New York and California, and of various federal courts. Ms. Robinson has served 
as a director of the National Association of College and University Attorneys, and on 
committees, task forces and advisory boards of numerous other national organizations concerned 
with higher education. Among these, she served on the Association of American Universities 
Task Force on Research Accountability, and on the Association of American Medical Colleges 
Task Force on Financial Conflicts of Interest in Biomedical Research. She has also served on 
boards of trustees for a variety of other educational, charitable and community organizations. 

LAWRENCE B. SADWIN is a business and community leader. He is a strong advocate for 
health education, conducting effective community service programs to encourage personal 
behavior change, and increasing funding for biomedical research. Sadwin’s 20-year 
commitment to non-profit leadership at the local, regional, and national levels is rooted in his 
personal victory over heart disease, coupled with an extensive family history of cardiovascular 
disease. He was the 2001-2002 Chairman of the Board of the American Heart Association, the 
chief volunteer executive officer responsible for the overall administration of the association’s 
business affairs, public relations and development. He is committed to furthering the cause of 
illness prevention and cure by putting a face to heart disease. This was demonstrated most 
uniquely when Sadwin was the model for an interpretive sculpture called “A Fine Line Between 
Hope and Despair”, by the internationally known artist, Christiarme Corbat, whose work 
explores the relationship between art, medicine, and healing. Sadwin is also a member of the 
National Leadership Council of Research! America, an organization dedicated to increasing 
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funding for medical research. His business career began as a senior in college, when he took over 
his family’s textile manufacturing business after the untimely death of his father to heart disease. 
Sadwin served as the company’s CEO for the next 30 years. As a local community leader, 
Sadwin has assisted in the development of more than $25 million in urban renewal projects and 
has raised millions of dollars for local and national philanthropic and religious organizations. He 
currently serves as Chairman of the Board of Landmark Medical Center, Woonsocket, Rhode 
Island and is a member of the Public Advisory Board of the Joint C omission on Accreditation of 
Health Care Organizations. Sadwin also holds an Honorable Discharge as a First Lieutenant in 
the United States Army Reserve. Sadwin and his wife, Joan, are the proud parents of two 
wonderful children and four extraordinary grandchildren. 

JAMES N. SIEDOW, PH.D. received his BA from the University of Texas at Austin in 1 969 
and completed his Ph.D. in plant biochemistry from Indiana University in 1972. He did 
postdoctoral research at the University of Michigan and Rice University before Joining the Duke 
University faculty as an Assistant Professor of Botany in 1976. He became a Full Professor of 
Botany in 1987 and a Professor of Biology in 2000. He was a recipient of the Trinity College 
Distinguished Teaching Award in 1984. Past service at Duke includes election to the Executive 
Committee of the Academic Council (1992-93) and as Chair of the Academic Council (1994-96). 
He also served as the Dean of Faculty Development in Arts and Sciences from 1997-99. He 
became Vice Provost for Research in January, 2001 . Professionally, Siedow has held numerous 
positions in the American Society of Plant Physiologists, including President, Chair of the Board 
of Trustees, Secretary, and Chair of the Public Affairs Committee. He spent a year as a Program 
Director of the Cellular Biochemistry Program at the National Science Foundation in 1998-99. 

He has served as an Associate Editor of the journal Plant Physiology and Editor of Plant Science 
and is currently an Associate Editor of Plant Molecular Biology and on the Editorial Boards of 
the Journal of Biological Chemistry, Current Opinion in Plant Biology and Genome Biology. 
Siedow’s research has involved the study of oxidative processes in higher plants with an 
emphasis on those processes related to plant respiration. A long-term project in his laboratory 
has involved characterizing the stmctural and regulatory features of the unusual cyanide-resistant 
oxidase found in all plant mitochondria. A second, long-term collaboration with a group at 
North Carolina State University led to elucidation of the molecular mode of action of a toxin 
associated with the fungus responsible for the Southern Com Leaf Blight. 

REED V. TUCKSON, M.D. currently serves as the Senior Vice President for Consumer Health 
and Medical Care Advancement at UnitedHealth Group, a for profit health care company that 
encompasses several related companies that are engaged in a broad range of health related 
activities. A graduate of Howard University and Georgetown University School of Medicine, he 
has served as Senior Vice President, Professional Standards, for the American Medical 
Association, and is former President of the Charles R. Drew University of Medicine and Science 
in Los Angeles. Dr. Tuckson has served as Senior Vice President for Programs of the March of 
Dimes Birth Defects Foundation and as Commissioner of Public Health for the District of 
Columbia. In his position at UnitedHealth Group, Dr. Tuckson is interested in basic and clinical 
research, involved in the translation of new knowledge into clinical practice, and is an active user 
of health and preventive services research. His work necessarily involves him in pharmaceutical 
industry issues, the conduct of clinical trials, technology assessment, evaluation of clinical care, 
data and information systems, and advocacy for a robust research enterprise among other 
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activities. He is a former member of the Baxter Board of Directors, Dr, Tuckson is a member of 
the Institute of Medicine and serves as member of the Secretary of Health and Human Services’ 
Advisory Committee on Genetics, Health and Society. He has held a number of other federal 
appointments, including cabinet level advisory committees on health reform, infant mortality, 
children’s health, violence, and radiation testing. 
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Appendix C: 
Meetings and Speakers 


March 1-2, 2004 

Jordan J. Cohen, M.D., President, Association of American Medical Colleges 

Robert Hosenfeld, Director, NIH Office of Human Resources 

Holli Beckerman Jaffe, J.D., NIH Ethics Officer and OD Ethics Coordinator, 

NIH Ethics Office, Office of the Director, NIH 

Raynard Kington, M.D., Ph.D., Deputy Director, NIH 

Barbara McGarey, J.D., NIH Legal Advisor, NIH Branch, Public Health Division, Office of the 
General Counsel, HHS 

Stuart D. Rick, J.D., Deputy General Counsel, Office of General Counsel & Legal Policy, Office 
of Government Ethics 

LaVeme Stringfield, Director, Office of Federal Advisory Committee Policy, Office of the 
Director, NIH 

Edgar M. Swindell, J.D,, Associate General Counsel and Designated Agency Ethics Official, 
Office of the General Counsel, HHS 

Elias A. Zerhouni, M.D., Director, National Institutes of Health (NIH) 

March 12, 2004 

Duane Alexander, M.D., Director, National Institute on Child Health and Human Development, 
NIH 

Jack Bennink, Ph.D., Senior Investigator, Viral Immunology Section, National Institute of 
Allergy and Infectious Diseases, NIH 

Jeremy Berg, Ph.D., Director, National Institute of General Medical Sciences, NIH 

Michael Gottesman, M.D., Deputy Director for Intramural Research, Office of the Director, NIH 

Lee Helman, M.D., Chief, Pediatric Oncology Branch; Deputy Director, Center for Cancer 
Research, National Cancer Institute, NIH 

Holli Beckerman Jaffe, J.D., NIH Ethics Officer and OD Ethics Coordinator, 

NIH Ethics Office, Office of the Director, NIH 

Raynard S. Kington, M.D., Ph.D., Deputy Director, NIH 

Allan Kirk, M.D., Ph.D., Chief, Transplant Surgery Section, Transplantation and Autoimmunity 
Branch, National Institute of Diabetes, Digestive, and Kidney Diseases, NIH 

Lance Liotta. M.D., Ph.D., Chief, Laboratory of Pathology, National Cancer Institute, NIH 

Mitchell Max, M.D., Chief, Clinical Trials Unit, Pain and Sensory Mechanisms Branch, National 
Institute of Dental and Craniofacial Research, NIH 
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Connie Noguchi, Ph.D., Chief, Molecular Cell Biology Section, Laboratory of Chemical 
Biology, National Institute of Diabetes and Digestive and Kidney Diseases, NIH 

Robert Nussbaum, M.D,, Chief of the Laboratory of Genetics Disease Research, National 
Human Genome Research Institute, NIH 

Harold Varmus, M.D., President and Chief Executive Officer, SIoan-Kettering Memorial Cancer 
Center 

Danny Weinberger, M.D., Director, Genes, Cognition, and Psychosis Program, Clinical Brain 
Disorders Branch, National Institute on Mental Health, NIH 


April 2, 2004 

Andrea Abati, MD., Staff Clinician, Laboratory of Pathology, National Cancer Institute, NIH 

Duane Alexander, M.D., Director, National Institute on Child Health and Human Development, 
NIH 

William Fitzsimmons, Executive Officer, National Institute of Mental Health 
Marilyn L. Glynn, J.D., Acting Director, U.S. Office of Government Ethics 
Richard Hodes, M.D., Director, National Institute on Aging, NIH 

Joseph Mindell, M.D., Ph.D., Investigator, Membrane Transport Biophysics Unit, National 
Institute of Neurological Disorders and Stroke, NIH 

John Park, M.D., Ph.D., Investigator, Surgical and Molecular Neuro-Oncology Unit, National 
Institute of Neurological Disorders and Stroke, NIH 
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Appendix D 

Questions to NIH Staff About Outside Activities and Conflict of 

Interest 


As part of the National Institutes’ of Health (NIH) ongoing efforts to examine the guidelines 
governing consulting activities of its scientists, the NIH established a Web site to collect NIH 
staff views on outside activities. This effort was launched as part of the NIH’s Blue Ribbon 
Panel on Conflict of Interest Policies, a working group of the Advisory Committee to the 
Director, NIH. 

The charge of the Blue Ribbon Panel is to review the existing laws, regulations, policies, and 
procedures under which NIH currently operates regarding; (1) real and apparent financial 
conflict of interest of NIH staff where compensation or financial benefit from outside sources is 
received, including consulting arrangements and outside awards, and (2) requirements and 
policies for the reporting of NIH staffs financial interests, including which interests are subject 
to public disclosure, and what portion of NIH staff file public disclosures. The Panel is also 
charged with making recommendations for improving existing laws, regulations, policies, and 
procedures, as appropriate. 

To accomplish these goals, the Blue Ribbon Panel posed the following questions to NIH staff: 

> Should NIH staff be allowed to consult for compensation and/or engage in other 
compensated outside activities? If so, 

• What compensated activities should they be allowed to engage in and why? 

• What limits should be put in place? 

• Which compensated activities or types of compensation should they be prohibited 
and why? 

> What would be the impact on the NIH mission if NIH prohibited all compensated 
outside activities for its employees? What data or other information do you have to 
support your views? 

> What information concerning compensated outside activities do you think should be 
disclosed to the public? Who should be required to disclose in this way? 

> What other advice would you give to the Blue Ribbon Panel as they address their 
charge? 

NIH staff members were invited to submit responses to the questions from March 4 by April 15, 
2004. 
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Appendix E 
OGE Form 450 
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Appendix F 

Standard Form (SF) 278 
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NIH ETHICS CONCERNS: CONSULTING 
ARRANGEMENTS AND OUTSIDE AWARDS 


TUESDAY, MAY 18, 2004 

House of Representatives, 

Committee on Energy and Commerce, 
Subcommittee on Oversight and Investigations, 

Washington, DC. 

The subcommittee met, pursuant to notice, at 10 a.m., in room 
2322 Rayburn House Office Building, Hon. James C. Greenwood 
(chairman) presiding. 

Members present: Representatives Greenwood, Stearns, Walden, 
Ferguson, Barton (ex officio), DeGette, and Waxman. 

Staff present: Alan Slobodin, majority counsel; Bud Albright, 
staff director; Ann Washington, majority counsel; Casey Hemard, 
majority counsel; William Carty, legislative clerk; William Harvard, 
legislative clerk; David Nelson, minority investigator and econo- 
mist; and Jessica McNeice, minority staff assistant. 

Mr. Greenwood. A quorum being present, this hearing of the 
Oversight and Investigations Subcommittee will come to order. The 
Chair recognizes himself for purposes of making an opening state- 
ment. Good morning to everyone. 

In this hearing the subcommittee turns from last week’s focus on 
the lofty aims of the NIH Blue Ribbon Panel on Conflict of Interest 
Policies to the ignoble case specific realities of how ethics issues 
have been handled at the NIH. We will look mostly at what led to 
the weaknesses in the NIH ethics program and what can be 
learned from this examination to increase the chances for success 
and improving NIH’s ethics program. This examination will high- 
light two cases illustrating conflicts of interest, concerns rising 
from consulting agreements and election reports. 

Consider the case of Correlogic Systems, a small bioscience com- 
pany in Bethesda, Maryland, developing diagnostic disease tests. 
Although a small company, Correlogic attracted the partnership of 
the Food and Drug Administration, the National Cancer Institute, 
to develop a test by Correlogic based on an innovative way that at- 
tempts to detect diseases by looking at patterns of proteins in the 
blood as opposed to single biomarkers, the conventional method 
used by researchers. 

Correlogic’s test takes a single drop of blood from a patient and 
scans for patterns of protein fragments through a mass spectrom- 
eter. The test was able to detect ovarian cancer in 50 of 50 patients 
who participated in the study, 100 percent, including patients with 
earliest stage cancers. Ovarian cancer is the fifth leading cause of 
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cancer deaths of U.S. women but the survival rate is near 95 per- 
cent when ovarian cancer is detected in stage one. 

The data produced in this study was a joint effort of Correlogic, 
the FDA, and the NCI through the FDI, NCI clinical proteomics 
program. Correlogic’s partners were Dr. Emanuel Petricoin of the 
FDA and Dr. Lance Liotta of the NCI. 

In light of these encouraging results in April 2002 the joint effort 
of Correlogic and the FDA and NCI was converted into a coopera- 
tive research and development agreement called a CRDA involving 
the NCI, the FDA, and Correlogic. A CRDA is an agreement that 
allows the Government to collaborate with outside organizations on 
research and development. Dr. Liotta and Dr. Petricoin became the 
co-principal investigators of CRDA. This was a research created to 
allow Dr. Liotta and Dr. Petricoin to test Correlogic’s software. 

One of the purposes of this joint collaboration was to develop 
technology and develop a strategy that would lead to the prompt 
commercialization of protein pattern recognition tests first for ovar- 
ian cancer patients. Now, at this point, this could have been a 
great public health story. 

A public/private partnership saving the lives of ovarian cancer 
patients by expediting development of these diagnostic tests. Unfor- 
tunately, this story took a different path. Sometime in the spring 
of 2002 NCI decided to unilaterally sponsor clinical trials on the 
ovarian cancer test instead of executing a clinical research CRDA 
with Correlotic. 

Since the time that NCI has wanted to unilaterally pursue clin- 
ical trials, Correlogic and NCI have been engaged in negotiations 
for about 2 years now over whether to pursue the clinical trial 
CRDA. 

In the fall of 2002 a company called Biospect recruited Dr. Liotta 
and Dr. Petricoin to consult for them. Biospect is a competitor of 
Correlogic. Its mission statement, “Development technology for 
identifying and assaying protein biomarker pattern,” is virtually 
identical to Correlogic’s. 

At this time Dr. Richard Clausner, former Director of NCI, was 
a board member of Biospect. Dr. Carol Dahl, former Chief of the 
Office of Technology and Industrial Relations at NCI, served as 
Vice President for Strategic Partnerships. In addition to hiring 
Liotta and Petricoin, the two co-principal investigators on the 
Correlogic CRDA and co-inventors of Correlogic’s test, Biospect also 
hired the technology transfer officer from NCI and the person with 
whom Correlogic had to negotiate its CRDA. 

FDA scientists like Dr. Petricoin are subject to stricter ethics reg- 
ulations than NIH scientists because the FDA is a regulatory agen- 
cy and would be prohibited from consulting with biotechnology 
companies. Nonetheless, Dr. Petricoin’s request to consult with 
Biospect was approved in October 2002. Dr. Liotta’s request was 
approved in December 2002. His consulting agreement covered the 
areas of diagnostic devices, serum handling, and microfluidics but 
not areas involving data pattern analysis. 

Sometime in 2003 Correlogic learned that Liotta and Petricoin 
were consulting for Biospect. In July 2003 a representative for 
Correlogic raised concerns that Dr. Anna Barker, the Deputy Direc- 
tor of NCI, about Dr. Liotta’s consulting arrangement with 
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Biospect. As a result of this complaint, the NCI re-reviewed Dr. 
Liotta’s consulting arrangement and reapproved it. 

NCI recognized that Biospect and Correlogic did business in the 
same area, hut Dr. Carol Barret, Liotta’s supervisor, determined 
that the consulting was limited to areas that did not overlap with 
Liotta’s official duties. 

In the days before this hearing Dr. Petricoin and Dr. Liotta have 
ceased their consulting arrangements with Biospect but the dam- 
age has been done to a promising partnership. Dr. Zerhouni has 
stated that all public/private partnerships such as cooperative re- 
search and development agreements must be transparent but the 
Correlogic case proves that such transparency can be a fiction. 

The NIH and the FDA allowed Government scientists who are 
co-inventors and creative partners with Correlogic to secretly pro- 
vide consulting services without the knowledge or consent of 
Correlogic to Correlogic’s competitor which had already hired the 
NCI tech transfer specialist from the CRD A. What happened to the 
public trust? 

Every day private companies negotiate provisions in business 
contracts to protect themselves from employees or consultants who 
might later try to work for a competitor. Indeed, there was such 
a provision in the Biospect consulting agreement with Dr. Liotta. 
Yet, in a case like Correlogic a private company entering into a 
CRDA with NIH cannot protect itself. It risks its Government part- 
ners taking the insight, knowledge, and prestige gained from the 
CRDA to consult with the competition and all under the cover of 
an ethics approval. 

Even under the so-called limited consulting agreement with 
Biospect, Dr. Liotta was permitted to advise Biospect on what 
seemed to be commercialization strategies, the very heart at what 
CRDA was all about. There are a few situations more destructive 
of public/private partnerships than this one. What company will 
want to enter a CRDA with NIH if this is the way conflict of inter- 
est issues are managed? This isn’t transparency. This is an out- 
rage. 

In addition to the Correlogic case, the subcommittee will look at 
the strange story of how NIH officials got to live under a permis- 
sive policy for receiving cash gift awards from entities doing busi- 
ness with their institutes. In 1996 Dr. Richard Clausner, who was 
the Director of the NCI, was notified by the University of Pitts- 
burgh that he had been awarded the Dixon Prize of Medicine asso- 
ciated with a $30,000 cash gift. 

However, ethics officials at the NIH advised him that he could 
not accept the prize. There were three reasons for this advice. (1) 
an ongoing lawsuit by famous cancer researcher Dr. Bernard Fish- 
er against the University of Pittsburgh, the NCI, and other co-de- 
fendants; (2) an ongoing contract dispute between Pittsburgh and 
NCI; and (3) the University of Pittsburgh status as a major entity 
doing business with the NCI, receiving and seeking substantial 
funding for grants, contracts, and agreements. 

In giving this advice, one of the NIH ethics officials conferred 
with an attorney at the Office of Government Ethics who supported 
the advice and indicated that Dr. Clausner still could not accept 
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the award even if he disqualified himself from all matters involving 
Pittsburgh. 

On August 27, 1997, Dr. Fisher and the defendants announced 
a settlement of the lawsuit which involved a $2.7 million payment 
from Pittsburgh to Fisher. However, most of this $2.7 million actu- 
ally came from other defendants, not Pittsburgh. One of those de- 
fendants was the NCI and available evidence indicates that Dr. 
Clausner orally approved a $300,000 payment from the Govern- 
ment as a contribution to the settlement. 

At about the same time, the Dixon Prize Awards Committee 
made up of faculty members of the University of Pittsburgh, de- 
cided to recommend Dr. Clausner again for the award. This time 
the cash gift was increased from $30,000 to $40,000. Although the 
rules for the prize state that the award should be given to the indi- 
vidual who made the most progress in medicine for the year in 
question. Dr. Clausner was honored for achievements that occurred 
prior to becoming NCI director in 1995. 

Giving the prize to Dr. Clausner in 1997 was like giving the 
Academy Award to a well-liked actor who just didn’t happen to 
make any movies that year. Within days after the settlement, Har- 
riet Robb, the HHS General Counsel and Presidential appointee, 
asked Edward Swindell, the Acting Director of the Ethics Division, 
to see if there was a way Dr. Clausner, Presidential appointee, 
could receive the prize from Pittsburgh now that the litigation was 
settled. 

Notwithstanding the past guidance from OGE and the concerns 
raised by the NCI ethics advisor, Mr. Swindell wrote the legal opin- 
ion that interpreted the ethics regulations to allow an NIH official 
to receive a cash gift award from a grantee as long as there wasn’t 
a pending matter in the official’s in-box at the time the award was 
tendered. This interpretation has bound HHS and NIH to this day 
preventing Dr. Zerhouni from taking immediate steps to place re- 
strictions on awards. 

I am pleased that the Office of Government Ethics recognizes in 
its testimony for this hearing that the HHS interpretation was 
overly permissive. Although the University of Pittsburgh insist that 
Dr. Clausner was selected on his merits, serious appearance ques- 
tions are raised because of the timing and the circumstances of the 
award. 

In addition, it is amazing that the highest ranking ethics official 
at HHS ignored these appearance questions, disregarded OGE’s ad- 
vice, and may have provided a permissible but incorrect interpreta- 
tion of ethics regulations to please political appointees. 

We invited both Dr. Clausner and Dr. Michael Lotts of the Uni- 
versity of Pittsburgh who chaired the awards committee at the 
time to testify at this hearing. Both indicated that they would be 
unable to testify. We also invited the NCI’s ethics advisor Dr. 
Maureen Wilson to testify but she had a long-standing personal 
commitment that prevented her from appearing today. We may 
have her as a witness at a future hearing. 

The subcommittee will hear from two panels of witnesses today. 
The first panel includes representatives from OGE, HHS, NIH, an 
ethnics specialist. Congressional Research Service, and Dr. Harold 
Varmus, the former director of the NIH. The second panel features 
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witnesses from the NCI, the FDA to discuss the Correlogic case 
study. 

Through this hearing it is my hope we will learn about the prob- 
lems of day-to-day implementation of NIH ethics issues and in so 
doing understand what must be done to assure that the good inten- 
tions of Dr. Zerhouni are actually carried out. 

The Chair welcomes these witnesses and looks forward to their 
testimony and recognizes the gentlelady from Colorado for an open- 
ing statement. 

Ms. DeGette. Mr. Chairman, I would ask unanimous consent 
that Mr. Waxman be recognized out of order. He has an obligation 
on the Senate side. 

Mr. Greenwood. Without objection, Mr. Waxman is recognized 
for an opening statement. 

Mr. Waxman. Thank you very much. 

Mr. Greenwood. Try to keep it as brief as mine was. 

Mr. Waxman. If I did, Mr. Chairman, I would forget about my 
obligation on the Senate side completely. I thank both of you for 
allowing me to make this statement. Last week the subcommittee 
held its first hearing on revelations that dozens of NIH scientists 
had accepted large consulting fees from drug companies. Not only 
were NIH officials accepting money from companies where interest 
might have been in conflict, but many of these arrangements were 
being kept secret from the public. 

NIH has a long and proud tradition of scientific independence 
and integrity. Because NIH is the source of some of our Nation’s 
most important biomedical research, it is essential that America 
and the world continue to feel confident that NIH’s grant decisions 
and research results are not biased in any way. 

Today we will hear from the Government agencies and others di- 
rectly responsible for enforcing department and Government-wide 
conflict of interest rules. I am deeply troubled that these groups in 
whom we have placed responsibility for ensuring the highest eth- 
ical conduct from public servants are the very people who sanc- 
tioned the loose ethical rules that resulted in the questionable fi- 
nancial relationships we have uncovered. 

This subcommittee’s investigation has revealed a series of actions 
by the Office of Government Ethics and by HHS ethics advisors 
that seem designed not to protect against conflicts of interest but 
to ease the way for such conflicts. It was the Office of Government 
Ethics which advised Dr. Varmus in 1995 that NIH was free to life 
existing caps on the amounts that NIH scientists could receive 
from drug companies. As a result of that advice, there is no limit 
on the amount of money NIH scientists can accept from drug com- 
panies. 

It was the Office of Government Ethics that drafted the legal 
opinion concluding that scientists hired under Title 42, including 
those in senior positions, could not be required to publicly disclose 
their financial dealings with drug companies. It was HHS ethics 
advisors who signed off on the huge consulting fees paid to high- 
ranking NIH officials that triggered this investigation in the first 
place. 

These decisions are the opposite of what people have the right 
to expect from our Government ethics officials. Unfortunately these 
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decisions appear to be part of the dubious pattern of covering up 
conflicts of interest rather than trying to avoid them. This is a pat- 
tern also reflected in HHS’ highly questionable decision to permit 
Tom Scully, the head of CMS, to continue to negotiate the Medicare 
drug benefit legislation while at the same time looking for a new 
job with the very interest most affected by that legislation. 

I want to close on a positive note. Last week I expressed in my 
statement in the record a particular concern that under the Blue 
Ribbon Panel’s proposal some NIH scientists would still have no 
obligation to disclose financial relationships with drug companies. 
NIH testified that despite the agency’s own desire for a full disclo- 
sure, it had been advised by Federal ethics officials that full disclo- 
sure could not be required. 

This week I have learned that Dr. Zerhouni has decided to seek 
new rules to require public disclosure of potential conflicts of inter- 
est for all NIH employees. I applaud Dr. Zerhouni for his insistence 
on full disclosure. Only with full disclosure can we continue to en- 
sure public confidence in the work of NIH. I hope that we hear 
from today’s witnesses that they will not throw up any barriers to 
Dr. Zerhouni’s very appropriate decision. Thank you, Mr. Chair- 
man. 

Mr. Greenwood. The Chair thanks the gentleman and ask 
unanimous consent to enter into the record a letter dated May 17 
to Ms. Dara Corrigan, Esq., Acting Principal Deputy Inspector Gen- 
eral at the Department of Health and Human Services. This is a 
bipartisan letter signed by Chairman Barton, ranking member Din- 
ged and myself and the ranking member of this subcommittee Mr. 
Deutsch asking for a review of the Petricoin case mentioned in my 
opening statement. Without objection it will be entered into the 
record. 

The Chair recognizes and welcomes the chairman of the full com- 
mittee for his opening statement, Mr. Barton. 

Chairman Barton. Thank you, Mr. Chairman. This is a very im- 
portant hearing. I am glad to be a part of it and I appreciate you 
holding it. 

As I said last week, this committee will get the information that 
it needs to do its oversight. Last week because of the failure of the 
HHS Department and NIH to produce certain information that this 
committee had requested on consulting agreements we had to an- 
nounce that we would seek it from the drug companies. 

I am pleased to learn that immediately after our hearing last 
week the NIH director suddenly discovered the ability to get that 
information. This committee is now getting the information and we 
will continue to do so. Let us hope that HHS and NIH have learned 
that it is absolutely pointless not to provide information and force 
this committee to force them to cooperate, as I said last week, coer- 
cively. 

This hearing today will show that the committee is doing more 
than getting information. We are starting to achieve positive 
changes in NIH ethics policy both for consulting and for awards. 
For example, because of the committee’s investigation HHS has or- 
dered all of its agencies, including the NIH, to collect an amount 
of information as part of the approval process for outside activities. 
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Because of this committee’s investigation, the Office of Govern- 
ment ethics is now providing additional guidance on the issue of 
awards. Finally, the committee has already played a role in spur- 
ring efforts by HHS and the Office of Government Ethics to expand 
the number of NIH employees that will be covered by public finan- 
cial disclosure requirements. Much more needs to be done, quite 
frankly, but the committee has played an important role in getting 
the process moving. 

We are also exposing abuses and questionable practices. This 
subcommittee will examine a remarkable case today in which the 
NIH and FDA scientists who were collaborating with a private 
company on a joint invention under a public/private partnership 
which we call a CRDA were secretly consulting with their private 
partners competitor. 

Incredibly the FDA scientist who worked at the FDA Center for 
Biologies was allowed to consult with this competitor which was 
about technology company. Such consultations are prohibited under 
the stricter supplemental regulations that apply to the FDA but did 
not apply to NIH. As a result of these secret deals, progress ap- 
pears to have slowed on a public/private partnership that could 
lead to prompt commercialization of a lifesaving ovarian cancer di- 
agnostic test. Public trust has been damaged. 

In another astonishing case that we will go into today, a permis- 
sive HHS policy allowed an NIH director to collect cash gift awards 
for major grantees under very questionable circumstances. In 1997 
Richard Clausner, who was then the NCI director, appeared to be 
personally involved in approving a $300,000 payment from the 
Government to settle a lawsuit filed against both U.S. Government 
and the grantee with great financial benefit to the grantee. 

The grantee almost at the same time offered Dr. Clausner a 
$40,000 cash prize. Yet, the official for overseeing the HHS ethics 
program did not even address the appearance issue and dis- 
regarded advice from the Office of Government Ethics. Instead, this 
official wrote a legal interpretation that would allow Dr. Clausner 
to accept the prize. 

It will be a hallmark of my chairmanship, at least I hope it will 
be, that we are going to hold agencies responsible for their actions 
and produce better results in Government ethics and better serv- 
ices and better policies for the American people. That is the pur- 
pose of oversight. We will continue to look at NIH. We will also 
focus our efforts on the FDA. 

I want to congratulate Chairman Greenwood for his work on this 
investigation. I want to thank the ranking members on the minor- 
ity side for their participation and the staffs on both sides. We are 
doing this on a bipartisan basis and we are beginning to see re- 
sults. I look forward to having a productive hearing today, Mr. 
Chairman. I yield back the balance of my time. 

Mr. Greenwood. Thank you, Mr. Chairman. The Chair recog- 
nizes the gentlelady from Colorado, Ms. DeGette, for an opening 
statement. 

Ms. DeGette. Thank you, Mr. Chairman. Before I make my 
opening statement, I would ask unanimous consent that Mr. Din- 
gell’s opening statement and the rest of the opening statements of 
the committee be made part of the record. 
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Mr. Greenwood. Without objection. 

Ms. DeGette. Thank you for holding this hearing, Mr. Chair- 
man. I found the hearing last week to be very illuminating and I 
think this issue is so important and has such ramifications for the 
integrity of medical research and public health. I am glad that you 
are having a series of indepth hearings on this issue. 

I want to begin by reiterating the statement that I strongly ex- 
pressed at the last hearing which is I have grave concerns about 
the Blue Ribbon Panel recommendations. I believe, Mr. Chairman, 
that we need to consider not only full disclosure and limits on out- 
side compensation, but also even a blanket restriction on outside 
compensation because of the serious conflicts of interest and the 
appearance of conflicts of interest. 

At least week’s hearing we heard the same argument being made 
over and over by the witnesses. That view is that allowing lucrative 
contracting a^eements between NIH scientists and outside compa- 
nies in addition to allowing the acceptance of awards that come 
with a hefty amount of cash attached to them, to name two exam- 
ples, are key to recruiting and retaining quality scientists and re- 
searchers. 

Now, a fact that everybody knows but no one really talked about 
too much is that the current rules did not always exist. The caps 
on outside compensation were lifted in the mid-1990’s, something 
I think Dr. Varmus will talk to us about. 

Up to that point there were monetary restrictions on what these 
Federal employees could receive from outside groups, for example, 
and there was certainly more public disclosure in this regard. I 
think what we really need is more information about the situation 
at NIH before the restrictions were done away with. Did the NIH 
have serious problems with recruiting and retaining high-level tal- 
ent? Was the NIH a lower quality institute before 1995 due to this 
problem? If so, was the problem because of the outside compensa- 
tion? 

If that is the case, I would like to get some factual evidence to 
support this because it has been repeatedly given as the reason 
that this is so important to the integrity of the NIH. We also need 
to see if limitations on outside compensation and awards, as well 
as disclosure, will go far enough to prevent the kinds of conflicts 
that the Chairman himself highlighted in his opening statement. 

One of the things that has been reported on, and was also in- 
clude in the Blue Ribbon Panel Report, is that many employees in- 
cluding senior level scientists at the NIH are increasing demor- 
alized by the scrutiny and criticism that this issue has cost lately. 

In addition, it has been alleged that the confusing nature of the 
current roles is also confusing and dispiriting to staff. I think this 
is really too bad because these staff members are simply trying to 
wade through the rules and do what the rules allow them to do. 
However, I think that there is an implication in the report that 
somehow it is the media and congressional examination that is the 
problem rather than the issue itself. 

It is not the fault of the scientists that they are under a cloud 
of suspicion as it is characterized in the report but it is the system 
that has created this situation. There has also been a lot of talk 
about perceptions of conflicts of interest and how it has been a mo- 
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rale problem at the NIH. The fact of the matter is there are serious 
conflicts of interest issues. We heard this last week. We are going 
to hear it again today. Those conflicts of interest must be scruti- 
nized for everyone’s sake including, and perhaps most importantly, 
the NIH scientists that they apply to. 

The resolution of this problem, which means completely cleaning 
up what is currently happening, is to preserve the reputation of the 
NIH and the integrity of everybody who works there. 

Now, there is one solution that from our perspective would be 
really simple. If we completely banned outside compensation there 
would be a bright line and the confusion would disappear. In the 
absence of persuasive evidence that this policy would seriously 
hamper the science, I believe we should seriously consider this op- 
tion. 

I also want to say one thing that won’t help the situation is if 
we keep layering onto the current system and revamp it in a way 
that causes even more confusion, especially for the scientist, and 
making changes that will surely allow for future transgressions 
will not help either. 

For example, if as proposed by the Blue Ribbon Panel certain re- 
strictions on consulting fees are instituted for certain employees 
but there is no change as to regulations regarding receipt of bona 
fide cash awards, then surely what we will see, and we see this 
with campaign finance reform all the time, is a shift to more and 
larger cash awards in other places like for prizes. The money influx 
won’t change. It will just shift around and it will be very confusing 
for all involved. 

I think what we need to do is try to get a grip on this and we 
need to challenge all of our assumptions including the assumptions 
that we simply can’t get good people without these large amounts 
of outside compensation. I think that is the nub of the issue and 
I really look forward to hearing all of our witness’ view on this. 

Again, Mr. Chairman, thank you for holding this hearing and I 
look forward to hearing the testimony. 

Mr. Greenwood. Thank the gentlelady. I recognize the gen- 
tleman from New Jersey, Mr. Ferguson. 

Mr. Ferguson. Thank you, Mr. Chairman. Thank you for hold- 
ing this hearing and for your diligence in pursuing this investiga- 
tion of possible conflicts of interest at NIH. 

NIH provides our country and the world with world-class re- 
search done by the best scientists and doctors our country and the 
world has to offer. Although it is important that NIH attract and 
retain the best and the brightest in the fields of medical research, 
we must be assured that the professionals at NIH are conducting 
themselves according to the highest standards. 

Last week we heard from Dr. Zerhouni and the members of the 
Blue Ribbon Panel about the recommendations to establish policies 
against conflicts of interest. I look forward to hearing from today’s 
witnesses concerning two examples where the line may have been 
crossed and the best interest of medicine may have been com- 
promised. This committee and Congress must do all that it can to 
ensure that NIH maintain a spotless reputation free from any 
question as to the mission and goals of the professionals at NIH. 
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Just before I close, I just had a group of advocates for ALS re- 
search in my office. They are fanning out across Capitol Hill today 
and making a very persuasive argument for increased NIH funding 
for ALS research. Clearly it is something that needs to be done and 
we in the Congress want to advocate for that. 

But whether it is the hearings we had some months ago about, 
frankly, scientifically dubious grants that are awarded sometimes 
by NIH, frankly, sometimes morally objectionable grants that are 
sometimes made by NIH, or whether it is a conflict of interest 
issues that we are dealing with now, it is extremely important that 
NIH maintain its stellar reputation and its spotless reputation for 
doing research and for conducting itself with the highest standards 
possible. 

People’s lives depend on it. The lives of our children, our grand- 
children, and their grandchildren depend on the research that you 
do. The only way you are going to be able to continue to do that 
important research is to keep folks like us out of your hair. We can 
only stay out of your hair if we know for certain that you are doing 
your job in a way that we don’t need to be getting involved in your 
business. 

That is one of the reasons I feel so strongly about these hearings 
and one of the reasons I appreciate the Chairman and the ranking 
member of the full committee and the subcommittee for encour- 
aging this investigation. 

We are big fans, I anyway am, and I know we all are fans of NIH 
and the research and the important work that NIH does. That is 
why it is so important for NIH to maintain its reputation for integ- 
rity. Thank you, Mr. Chairman. I yield back. 

Mr. Greenwood. The Chair thanks the gentleman and recog- 
nizes the gentleman from Florida, Mr. Stearns, for an opening 
statement. 

Mr. Stearns. Good morning and thank you, Mr. Chairman. Ob- 
viously this is a very important hearing and I appreciate your call- 
ing it. I think last week we sort of looked at this from a helicopter 
and I guess we could say we are looking at it this morning perhaps 
on the ground. We are trying to understand some of the details 
about this. 

We talk about the field of science being one inherently coopera- 
tive and collaborative. Scientists and physicians and researchers 
need to share and study alongside one another. I think we all un- 
derstand that. Of course, we saw in the 1980’s and 1990’s and that 
we were losing good researchers to the private sector. For the Fed- 
eral Government obviously to compete for these scientists we pro- 
vided some financial incentive so Congress took the step to try and 
create some competition and allow us to keep these scientists. 

Perhaps, as we see today, Mr. Chairman, the pendulum has 
swung too far. We hear different exploits about arrangements be- 
tween NIH and high-level researchers and industry. I am con- 
cerned about perhaps some of the smaller universities or the mid- 
level universities not getting an opportunity to participate in NIH 
grants because they can’t get their foot in the door because of the 
ties of maybe these prestigious universities or scientists are not di- 
recting or not allowing some of these mid-level or small colleges to 
get involved with some of the grants. 
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All this calls into question what can we do here in Congress. Can 
we allow this continuing incentive for scientists to remain in place? 
At the same time, obviously, like my colleague from New Jersey, 
we have supported increased funding for NIH and we think it is 
important in the long run to get this ground breaking detection on 
ovarian cancer. I think all of us are a little disturbed about this 
and that is why I think this hearing will get to the bottom of it 
and will bring out some good examples of things it will show us 
that we probably need some action. Thank you, Mr. Chairman. 

Mr. Greenwood. The Chair thanks the gentleman. 

[Additional statements submitted for the record follow:] 

Prepared Statement of Hon. Michael Bilirakis, a Representative in 
Congress from the State of Florida 

Thank you, Mr. Chairman. I appreciate all the work that you and your staff have 
done to examine these two specific cases of consultation fees and outside awards be- 
fore us today. Last week’s hearing focused on what the NIH is doing to create great- 
er oversight of this important matter, and I think that we can all agree that Dr. 
Zerhouni’s creation of the Blue Ribbon Panel is a step in the right direction. How- 
ever, I don’t know that it is enough. While I am not interested in laying blame 
today, I am glad to having the opportunity to discuss these two specific cases, and 
find out how severe this problem was. 

I appreciate both panels of witnesses taking the time to come here today, even 
though I’m sure you all will be asked some difficult questions. I’d like to extend a 
special thanks to Dr. Harold Varmus, former Director of NIH, for his testimony 
today. Dr. Varmus has testified before my subcommittee several times, and I am 
anxious to hear his thoughts. 

The ethical concerns being raised today in this hearing are worrisome to me. How- 
ever, during this discussion, I also believe it is critical we remember that the NIH 
is the world’s leader in conducting important research that will unlock critical infor- 
mation and lead to discoveries beneficial to patients suffering from many diseases. 
We don’t want to hinder those efforts. But because of the tradition of excellence, the 
NIH is also held up to a certain standard. That standard should not be tainted by 
the thought that the research conducted at NIH is influenced by private companies 
giving money to institute directors. 

My Subcommittee on Health has held four hearings during the 108th Congress 
to highlight research activities at the NIH and educate Members and others about 
the work that the NIH is doing so we can better assess how to help NIH better meet 
its stated mission. One of the reasons my Subcommittee has held these hearings is 
that, while NIH does exemplary research, their transparency and accountability in 
the approval process of investigator-driven grants at the NIH could be improved. 
Many times it is difficult for Members of Congress to get a quick answer about re- 
search activities, let alone the general public. 

The lack of transparency of the NIH processes could be one of the reasons that 
we are holding this hearing today. If there were more transparency with respect to 
these consulting fees and awards, such as making the information public, then 
maybe there wouldn’t be the need for a high level of concern. 

As I said last week, the fact that some NIH officials have received cash, stock, 
and stock options from consulting arrangements with drug or biotechnology compa- 
nies really gives me pause. While I understand that there is importance in allowing 
scientists the opportunity to pursue their independent work, I have concerns with 
tying the financial success of an individual to a particular company’s stock. If out- 
side consultation fees and award grants in any way affect the grant approval proc- 
ess and the budget priority setting at NIH, then that taints the entire NIH process, 
including the research. 

I am glad that we have this forum today to speak to officials from NIH, and hear 
the comments of other agencies, such as the Food and Drug Administration (FDA) 
and Ethics offices. I am curious to hear how the NIH has managed possible conflicts 
of interest, and the degree that they have been effective. 

Thank you, Mr. Chairman. I yield back the balance of my time. 
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Prepahed Statement of Hon. John D. Dingell, a Representative in Congress 
FROM THE State of Michigan 

Mr. Chairman, again let me commend you for conducting this investigation and 
holding this hearing, as well as the one last week, into conflicts of interest at the 
National Institutes of Health (NIH). The scientists at the NIH campus, and the 
grantees that use NIH funds for their biomedical research, are critical to this Na- 
tion’s fight against disease. These hearings are being held because several NIH re- 
searchers have decided to supplement their taxpayer-funded salary with monies pro- 
vided by drug and biotech companies, firms whose vital interests are tied to the re- 
search performed at the NIH. 

Today we will hear from Dr. Harold Varmus, a Nobel laureate and a former Direc- 
tor of NIH. He was the responsible official in 1995 when all effective administrative 
controls were lifted from the consulting practices of NIH employees and public dis- 
closure was virtually removed as well. Dr. Varmus has much to account for, as does 
the current NIH leadership and the Department of Health and Human Services 
(HHS) lawyers who have systematically undermined the application of any mean- 
ingful ethical standards to the consulting arrangements of NIH employees. 

As a direct result of this investigation and one conducted by the Los Angeles 
Times, some changes have been made or have been agreed to by the current Direc- 
tor. This is a good thing, but not nearly enough. Last week. Dr. Zerhouni and the 
co-chairs of the so-called Blue Ribbon Panel testified that, except for the highest 
level employees and those administering grants, all other NIH researchers would be 
free to continue to serve two masters provided that they received the approval of 
something called the NIH Ethics Advisory Council (the NEAC). This Council was 
supposed to apply the most rigorous standards to its review of outside consulting 
arrangements. 

All NIH employees with current outside arrangements with drug or biotech firms 
were supposed to suspend those arrangements in February and reapply to the 
NEAC. While over half the NIH employees engaged in these apparent conflicts 
chose not to reapply, about 120 did. Several NIH researchers have been approved 
by NEAC to receive payments from companies that had agreed to pay them hun- 
dreds of thousands of dollars (one researcher had received almost $2 million from 
biotech firms in recent years). This is not acceptable. 

Finally, I cannot help but note an even worse case of an ethical violation approved 
by the Department. One of the witnesses scheduled to appear today is an employee 
not of the NIH, but the Food and Drug Administration (FDA). He signed a contract 
to receive thousands of dollars from a biotech company whose products could be reg- 
ulated by his employer, the Center for Biologic Evaluation and Research. This ap- 
pears to be in direct conflict with the Supplemental Regulations for FDA that forbid 
receipt of monies by any employee from any regulated entity. 

Ethics officials at FDA and/or HHS apparently approved this “outside employ- 
ment.” FDA has told the Subcommittee staff that any approval was an error without 
precedent elsewhere in that Agency. I certainly hope that is the case but intend to 
join with you, Mr. Chairman, in asking for an expedited review of all outside em- 
ployment by FDA employees as well as the HHS and FDA review of the consulting 
arrangement that we will discuss today. 

Thank you again for holding this hearing, and for the bipartisan manner in which 
this entire inquiry has been handled. 

Mr. Greenwood. The Chair thanks the witnesses for your pa- 
tience for half an hour of opening statements, 15 minutes of which 
was mine, I think. We welcome each and every one of you. Let me 
introduce our first panel. 

Ms. Marilyn L. Glynn is the Acting Director of the U.S. Office of 
Government Ethics. Welcome and thanks for being with us this 
morning. 

Mr. Edgar M. Swindell, Associate General Counsel, Ethics Divi- 
sion, Department of Health and Human Services. Good morning, 
sir. 

Dr. Raynard S. Kington, Deputy Director of the National Insti- 
tutes of Health. Good morning, sir. Thank you for joining us. 

Mr. Jack Masked is with the American Law Division of the Con- 
gressional Research Service. Thank you for your service. 
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And, finally, Dr. Harold Varmus, M.D., Former Director of the 
National Institutes of Health and is currently the President and 
Chief Executive Officer of the Memorial Sloan-Kettering Cancer 
Center in New York. Good morning, sir. Welcome to all of you. 

It is the custom and practice of this committee to take testimony 
under oath so I would begin by asking if any of you object to giving 
your testimony under oath. Seeing no objection, it is then my re- 
sponsibility to inform you that you are entitled to be represented 
by counsel if you wish. Do any of you choose to be represented by 
counsel this morning? Okay. In that case, if you would rise and 
raise your right hands, I will give you the oath. 

[Witnesses sworn.] 

Mr. Greenwood. You are under oath. Ms. Glynn, we will begin 
with you and you are recognized for 5 minutes for your opening 
statement. 

TESTIMONY OF MARILYN L. GLYNN, ACTING DIRECTOR, U.S. 
OFFICE OF GOVERNMENT ETHICS; EDGAR M. SWINDELL, AS- 
SOCIATE GENERAL COUNSEL, ETHICS DIVISION, DEPART- 
MENT OF HEALTH AND HUMAN SERVICES; RAYNARD S. 
KINGTON, DEPUTY DIRECTOR, NATIONAL INSTITUTES OF 
HEALTH; JACK MASKELL, AMERICAN LAW DIVISION, CON- 
GRESSIONAL RESEARCH SERVICE; HAROLD VARMUS, 
FORMER DIRECTOR, NIH, PRESIDENT AND CHIEF EXECU- 
TIVE OFFICER, MEMORIAL SLOAN-KETTERING CANCER CEN- 
TER 

Ms. Glynn. Thank you for the opportunity to appear today to 
discuss executive branch ethics rules relating to consulting activi- 
ties and awards. Mr. Chairman, you asked that I particularly ad- 
dress these issues, consulting and awards, as they pertain to the 
situation at NIH. 

By way of brief background, let me explain that my office, the 
Office of Government Ethics, or OGE as it is called, is the executive 
branch agency responsible for directing policies relating to the pre- 
vention of conflicts of interest on the part of executive branch em- 
ployees. 

Of particular relevance to the issue before the subcommittee 
today are OGE’s standards of conduct regulations. Pursuant to an 
Executive Order issued by the first President Bush, these stand- 
ards of conduct are intended to be a uniform set of ethics rules for 
the entire executive branch. However, agencies may add special 
provisions to address any agency specific needs. My office must ap- 
prove these so-called supplemental agency regulations. 

First I would like to say a few things about the awards issue. 
The OGE standards of conduct contain a provision authorizing em- 
ployees to accept certain bona fide awards for meritorious public 
service or public achievement. This awards rule is an exception to 
the usual prohibition of acceptance of gifts from prohibited sources 
or gifts given because of your official position. 

There are two key questions about this rule that have a bearing 
on the issues you are examining today. First, what are the permis- 
sible sources of these awards, particularly where the award recipi- 
ent is the head of an agency or the head of an office or a large com- 
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ponent in an agency. And, second, how do you distinguish between 
real awards and mere speaker’s fees. 

In my written statement I have set out in some detail how OGE 
would analyze both of these questions and I would be happy to an- 
swer any questions you might have about those tests we set out. 

The second issue you asked me to speak about concerns rules 
governing outside activities such as consulting for compensation. 
The rules are designed to be reasonably flexible and they reflect a 
balance between the rights of employees to have a life outside of 
work with the need for the Government to demand the highest eth- 
ical standards from its employees. 

Generally speaking, the rules permit compensated consulting un- 
less the activity would require recusal from matters center or crit- 
ical to the employee’s position, or if the activity would violate a 
particular statute or regulation such as the OGE rules prohibiting 
the use of public office for private gain. 

There are essentially two approaches that an agency can take to 
implement this rule. First, an agency can review outside activities 
of each individual employee on a case-by-case basis in light of the 
general standards found in the OGE rules. Or an agency can seek 
approval from OGE to issue a so-called supplemental regulation re- 
stricting certain specific outside activities for all employees at that 
agency or certain groups of employees. 

Since 1995 NIH has followed the case-by-case approach. How- 
ever, though, recent accounts in the media and elsewhere about 
NIH consulting activities raise concerns about the nature and ex- 
tent of consulting arrangements that have been approved under the 
case-by-case approach. I think it becomes clear that either the sys- 
tem for reviewing the proposed activities on this case-by-case ap- 
proach should be stren^hened by NIH or NIH should develop spe- 
cific supplemental regulations tailored to the circumstances of NIH. 

We have received the report of the Blue Ribbon Panel on conflicts 
of interest policies and note that it recommends the adoption of 
some additional restrictions. OGE is ready to help NIH and its par- 
ent, HHS, implement whatever restrictions they think would be 
necessary to ensure public confidence in the important work of 
NIH. 

My written statement provides further details concerning these 
rules relating to outside activities and I would be happy to answer 
any questions you may have. 

[The prepared statement of Marilyn L. Glynn follows:] 

Prepared Statement of Marilyn L. Glynn, Acting Director, Office of 
Government Ethics 

Mr. Chairman and members of the subcommittee: Thank you for the opportunity 
to appear today to discuss Executive Branch ethics rules pertaining to consulting 
activities and awards from outside sources. Mr. Chairman, you asked in particular 
that I address issues that have arisen at the National Institutes of Health with re- 
spect to employees’ consulting activities and outside awards. I will discuss these 
subjects and provide OGE’s views on the general legal questions. Before discussing 
these specific topics, I want to provide the Subcommittee with background informa- 
tion about OGE and its role in the Executive Branch ethics program. 

THE executive BRANCH ETHICS PROGRAM AND OGE’S ROLE 

Established by the Ethics in Government Act of 1978, OGE is the executive 
branch agency responsible for directing policies relating to the prevention of con- 
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flicts of interest on the part of Federal executive branch officers and employees. 
OGE develops rules relating to ethics and conflicts of interests, establishes the 
framework for the public and confidential financial disclosure systems, develops 
training and education programs for use by executive branch ethics officials and em- 
ployees, and supports and reviews individual agency ethics programs to ensure they 
are functioning properly. 

As the supervising ethics office of the executive branch, OGE has developed and 
issued various executive branch- wide regulations in Title 5 of the Code of Eederal 
Regulations, including the Standards of Ethical Conduct for Employees of the Exec- 
utive Branch (Part 2635), rules that implement the financial reporting requirements 
in the Ethics in Government Act (Part 2634), and rules that implement criminal 
conflict of interest laws (Parts 2635, 2637, 2640 and 2641). Pursuant to the Ethics 
in Government Act and Executive Order 12674 (as modified by E.O. 12731), regula- 
tions interpreting the provisions of sections 207, 208, and 209 may be promulgated 
only with the concurrence of the Attorney General, while regulations establishing 
a single set of executive branch standards of conduct and a system of nonpublic fi- 
nancial disclosure are promulgated in consultation with the Attorney General and 
the Office of Personnel Management.” 

Many of the rules bearing on the issues of concern to the Subcommittee today are 
found in OGE’s Standards of Ethical Conduct. OGE issued these rules originally in 
1992, pursuant to the order of the first President Bush to “establish a single, com- 
prehensive and clear set of executive-branch standards of conduct that shall be ob- 
jective, reasonable, and enforceable.” E.O. 12674, § 201(a). In keeping with the 
President’s goal of promoting uniformity in the application of ethics requirements 
across the executive branch, the OGE standards were to supercede any agency-spe- 
cific standards, unless an agency sought and obtained approval from OGE to issue 
supplemental regulations “of special applicability to the particular functions and ac- 
tivities of that agency.” Id. at § 301(a). 

While OGE provides direction and overall leadership to the executive branch eth- 
ics program, the head of each agency has primary responsibility for the ethics pro- 
gram at his agency. Each agency head appoints a Designated Agency Ethics Official 
(DAEO) to manage the ethics program and act as a liaison to OGE. The DAEO and 
his staff ensure that the required ethics program elements are accomplished. Basic 
elements and responsibilities of an agency ethics program include effective collection 
and review of financial disclosure reports; ethics training that meets the require- 
ments of OGE’s training regulations; an employee counseling program; and prompt 
and effective action for violations of the ethics rules. With respect to the issues of 
concern to the Subcommittee today, I would note that the duties of agency officials 
also include the approval of certain kinds of outside awards and the review and ap- 
proval of certain outside activities. 

OGE provides training and guidance to agency ethics officials in numerous ways. 
Among other things, OGE: publishes advisory opinions and issues memoranda to 
ethics officials; conducts periodic national and regional training courses; commu- 
nicates regularly with ethics officials through an electronic list service; provides con- 
sultative services to agency officials through the OGE desk officer system and 
through telephonic and written advice from OGE legal staff. 

OGE also monitors and evaluates the executive branch ethics program through 
periodic reviews of the ethics programs at each agency. The purpose of these reviews 
is to ensure that agencies have developed effective ethics systems and procedures, 
in compliance with OGE regulations, to prevent conflicts of interest and other viola- 
tions of ethics laws and regulations. Typically, the focus of these reviews is on agen- 
cy systems, rather than instances of misconduct by individual employees. Individual 
misconduct by employees is investigated by the Office of Inspector General respon- 
sible for each agency. 


AWARDS 

OGE understands that the Committee has two primary questions about the re- 
ceipt of outside awards by employees. The first question pertains to the permissible 
sources of such awards, and the second question pertains to the distinction between 
an award and an honorarium for giving a lecture. In order to address these ques- 
tions, it is first necessary to set out the purpose and requirements of OGE’s awards 
rule. 

The awards rule, 5 C.F.R. § 2635.204(d), is actually an exception to certain statu- 
tory and regulatory gift prohibitions. See 5 U.S.C. § 7353; 5 C.F.R. part 2635, sub- 
part B. Generally, employees are prohibited from receiving gifts from certain prohib- 
ited sources and gifts given because of an employee’s official position. Prohibited 
sources include any person who: (1) is seeking official action by the employee’s agen- 
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cy; (2) does business or seeks to do business with the employee’s agency; (3) con- 
ducts activities regulated by the employee’s agency; (4) has interests that may be 
substantially affected by performance or nonperformance of the employee’s official 
duties; or (5) is an organization a majority of whose members are such persons. 5 
C.F.R. § 2635.203(d). 

The awards rule provides an exception to these gift prohibitions where the gift 
is a “a bona fide award or incident to a bona fide award that is given for meritorious 
public service or achievement.” An important limitation on the exception is that the 
donor must not be a particular type of “prohibited source,” i.e., a person who has 
interests that may be substantially affected by the employee’s duties (or an associa- 
tion or organization in which the majority of members have such interests). More- 
over, if the gift has an aggregate value in excess of $200 or is in the nature of cash 
or an investment interest, an agency ethics official must make a prior written deter- 
mination that the award is part of an “established program of recognition” that 
meets additional criteria specified in the rule. 

1. The source limitation 

One question that has been raised is whether the head of an office, such as the 
Director of one of the Institutes at NIH, may receive an award from an entity that 
has grants, contracts or other business with the same office. In other words, is 
someone doing business with a particular office always going to be a person who 
has interests that may be substantially affected by the duties of the head of that 
office, even if the head of the office has delegated the relevant functions to subordi- 
nates and does not currently have any personal involvement in matters affecting 
that source? 

OGE has not issued written guidance on this question. One possible reading of 
the regulation might be that the head of an office “may” have duties that could af- 
fect any person doing business with that office. The theory would be that the head 
of the office has authority over every matter pending in his office and therefore has 
the power, whether exercised or not in any given instance, to intervene in any such 
matter. Regardless of any delegations or other attenuating circumstances, the office 
head always “may” still perform the duties that would affect the source. 

While this may be a reasonable interpretation, OGE declines to adopt such a 
broad reading. For one thing, we think it important that the source limitation uses 
terms such as “performance” and “duties,” which suggests that some actual involve- 
ment by the employee must at least be reasonably foreseeable. Other ethics provi- 
sions expressly cover matters that are merely under an employee’s “official responsi- 
bility,” and we could have used such language in the awards rule, but did not. See, 
e.g., 5 C.F.R. § 2637.202(b)(2)(all matters pending in agency are under official re- 
sponsibility of agency head). Moreover, since the awards rule intentionally carves 
out only a particularly problematic subset of prohibited sources, it would be some- 
what peculiar to say that the agency head and other senior management essentially 
may never receive an award from anyone involved with the agency; again, we have 
drafted other rules that expressly apply special provisions to agency heads and 
other senior officials, but that was not the course chosen in the awards rule. See, 
e.g., 5 C.F.R. §§ 2635.102(b)(conduct of agency head); 2635.807(a)(2)(i)(E)(3)(activities 
of high level political appointees). 

Perhaps most important, we think the broad interpretation would lead to unrea- 
sonable results. Under this interpretation, virtually every person doing business 
with an office would be an impermissible award source for the office head, regard- 
less of the size of the office or the nature or importance of the business. For exam- 
ple, a relatively autonomous component of a very large agency might make a signifi- 
cant number of modest grants to various associations, universities, and other non- 
profits to fund meetings or other informational events on a wide range of non- 
controversial topics, with such grants being handled routinely by employees several 
levels below the agency head and without any foreseeable intervention by higher 
level officials. Under these circumstances, we do not believe it would make sense 
to say that an association whose sole connection to the agency is one of these lower 
level grants would be an impermissible source for an otherwise legitimate award to 
the agency head. The broad interpretation of the source limitation could produce 
even more extreme results. For example, a component of an agency may procure 
paper products from a supplier; even though the head of the agency may have the 
legal authority to participate in this purchase, there is very little likelihood that the 
agency head would become involved in such matters, and it would seem unreason- 
able to say that the paper supplier would be an impermissible source for an award. 

At the same time, however, we do not believe it is necessary or desirable to limit 
the reach of the source restriction to those situations where the donor currently has 
matters before the head of an office personally. Nor do we think the restriction can 
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be avoided merely because the head of an office usually or normally leaves such 
matters to subordinates. In our view, the word “may” in the source limitation does 
not mean that it must be “more likely than not” that the office head will intervene 
in a matter substantially affecting the source. If there is at least a reasonable pros- 
pect that the office head may become involved in a matter, we do not believe that 
a donor who could be substantially affected by such involvement should be allowed 
to grant an award, possibly with the hope of building good will with the office head 
in the event that his intervention may be needed or desired. 

The approach we would follow, therefore, is one of reasonableness: is it reasonable 
to assume that the office head may become involved in a matter substantially affect- 
ing the interests of the donor, or is the chance of such intervention simply a remote 
and speculative possibility? To assist agency ethics officials in making such deter- 
minations, we have identified several factors they should consider, in light of the 
totality of the circumstances: 

• How have such matters been handled historically by the office? For example, is 

there precedent for the office head becoming involved in matters of this type 
and/or matters involving this particular donor in the past? 

• Are matters of this type typically handled at a level far below the office head, or 

are they handled at an intermediate level somewhat closer to the agency head? 

• How large is the office for which the employee is responsible? 

• Is there a multitude of similar matters pending somewhere in the office at any 

given time, such that the matter affecting the donor may be less likely to have 
any particular prominence? 

• How important or sensitive is the matter? For example, does the matter involve 

a significant dollar amount or is there any particular controversy or novelty? 
On the other hand, is the matter relatively routine and one that does not call 
for the exercise of significant discretion? 

• Is the office head typically apprised of such pending matters and any attendant 

issues, for example, through status reports that identify the affected source? 

• Can it be said that the donor is a regular “constituent” or “stakeholder” with re- 

spect to the programs and operations of the office? For example, does the par- 
ticular donor have a number of matters pending in the office or does the donor 
regularly seek business or official action from the office? 

The foregoing list of factors is not intended to be exhaustive, and ethics officials 
should consider any information indicating that it is more or less foreseeable that 
an office head would be in a position to exercise duties substantially affecting a par- 
ticular donor. 

Finally, OGE wants to emphasize that the awards exception is subject to the same 
general limits as all the other gift exceptions in the OGE standards of ethical con- 
duct. Among those limitations is the caveat that employees may not “[alccept gifts 
from the same or different sources on a basis so frequent that a reasonable person 
would be led to believe the employee is using his public office for private gain.” 5 
C.F.R. § 2635.202(c)(3). Although it is not feasible to specify a bright line test for 
frequency of awards, we do think that ethics officials should be cautious where high 
level employees have a history of accepting awards of significant monetary value, 
as such circumstances can increase the risk that an official may appear to be using 
public office for private gain. 

2. Awards vs. compensation for services 

A second issue pertains to the relationship between the awards exception and 
other ethical limitations concerning the receipt of earned income and compensation. 
In particular, questions have been raised about whether certain “lectureships” or 
“lecture awards” are permissible awards, or more appropriately should be treated 
as outside earned income or compensation for speaking. In certain instances, there 
have been concerns that impermissible outside earned income or compensation for 
speaking related to the employee’s official duties may have been misidentified as 
permissible awards. OGE shares these concerns and recognizes that agency officials 
must exercise judgment to distinguish true awards from what are essentially speak- 
ing fees. 

Quite apart from the rules pertaining to awards and other gifts, there are ethical 
restrictions that focus on the receipt of earned income or compensation in certain 
situations. Certain Presidential appointees are prohibited from receiving “any 
earned income for any outside employment or activity performed during” their Pres- 
idential appointment. Executive Order 12731, § 102. Similarly, a provision in the 
Ethics in Government Act limits the annual amount of outside earned income that 
certain high level political appointees, such as noncareer members of the Senior Ex- 
ecutive Service, may receive to 16 percent of the annual rate of basic pay for level 
II of the Executive Schedule. For these purposes, earned income generally means 
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“compensation for services.” 5 C.F.R. § 2636.303(b). This includes compensation for 
an employee’s services as a speaker, such as “honoraria.” Id. Earned income does 
not, however, include items that may be accepted from a prohibited source under 
the gift rules in the Standards of Ethical Conduct. § 2636.303(b)(1). 

There is another restriction that focuses specifically on compensation for speaking. 
Under 5 C.F.R. § 2635.807(a), all employees — not just Presidential appointees or 
other noncareer personnel — are prohibited from accepting compensation for speak- 
ing that is related to their official duties. Like the restrictions on earned income dis- 
cussed above, section 2635.807(a) covers payments for an individual’s activities or 
services, specifically “any form of consideration, remuneration or income . . . given for 
or in connection with the employee’s teaching, speaking or writing activities.” 
§ 2635.807(a)(2)(iii). Similar to the definition of earned income, the definition of 
“compensation” in section 2635.807(a)(2)(iii)(A) does not include “items that could be 
accepted from a prohibited source under Subpart B” of the Standards of Ethical 
Conduct. 

It should be apparent from this discussion that the rules governing awards and 
the rules governing compensation or earned income serve different purposes and 
have different requirements. On the one hand, a bona fide award for meritorious 
public service or achievement is a gift, which may be received notwithstanding the 
gift prohibitions, under certain circumstances. Payments for speaking activities, on 
the other hand, are not considered gifts but compensation for a service or activity, 
and the permissibility of such compensation is judged by different standards than 
those governing the receipt of gifts. The exclusion of certain gifts governed by Sub- 
part B of the Standards of Ethical Conduct from the definitions of earned income 
and compensation underscores the distinct treatment of gifts and compensation or 
earned income. 

Nevertheless, OGE recognizes that it may not always be immediately apparent to 
employees and agency officials whether a particular offer from an outside source 
should be viewed as a gift subject to the awards exception or as compensation for 
a speaking activity. This is especially true where an employee is offered something 
of value in connection with a “lectureship” or “lecture award” sponsored by an out- 
side organization. In some instances, it may not be clear whether the real intent 
of the payment is to honor the employee for meritorious public service or achieve- 
ment, or to compensate the employee for providing a speech on a subject of interest 
to the sponsor or the intended audience. 

The question is further complicated by the fact that even clearly bona fide awards 
programs sometimes involve the recipient giving a substantive speech, i.e., not 
merely a brief “thank you” or acceptance remarks. For example, recipients of the 
Nobel Prize for Medicine — which is cited specifically in the OGE rule as an example 
of a bona fide award — deliver a “Nobel Lecture” which can be of significant duration 
and scientific content. E.g., www.nobel.se/medicine/laureates/2002/horvitz-lec- 
ture.html (one of three co-recipients in 2002 delivered 51 minute lecture, complete 
with data and graphs). Plainly, the delivery of a speech by an award winner is not, 
in and of itself, enough to convert an award into earned income or compensation 
for speaking, for purposes of the ethical restrictions discussed above. 

By the same token, invitations to engage in speaking activities often are moti- 
vated by the speaker’s past accomplishments. The fact that the sponsor of a 
lectureship extends an offer of compensation based on the prospective speaker’s cur- 
riculum vitae does not, in and of itself, mean that the lectureship is an award as 
opposed to a compensated speaking engagement. Even if the lectureship itself car- 
ries a certain prestige within a particular profession or discipline, the primary in- 
tent of the sponsor still may be to obtain the services of a well-qualified speaker 
for an event. 

OGE has not had occasion to issue written guidance on this question, but we be- 
lieve that the appropriate approach to such questions is to determine whether the 
primary purpose of the arrangement is to honor the employee for meritorious public 
service or achievement, or to compensate the employee for services as a speaker. In 
a somewhat analogous area of federal income taxation, we note that authorities 
have focused on whether an award is “intended primarily to provide gratuitous hon- 
orific recognition of achievement” or instead is “primarily compensatory in nature.” 
Rogallo V. United States, 475 F.2d 1, 2, 5 (4th Cir. 1973); see generally Kogan, The 
Taxation of Prizes and Awards: Tax Policy Winners and Losers, 63 Wash. L. Rev. 
267 (1988)(historic concern for awards as disguised compensation). Given the range 
of award and lecture programs, this analysis inevitably involves a case-by-case con- 
sideration of any factors bearing on the purpose or intent of the particular program. 

OGE has identified several factors that can be relevant to such determinations. 
The list that follows is by no means intended to be exhaustive. Moreover, in many 



279 


cases, no one factor will be determinative, and agencies will have to discern the pri- 
mary purpose of the program from the totality of the circumstances. 

• How has the sponsor historically characterized the program? It would be rel- 
evant, for example, if the sponsor’s written materials traditionally have referred to 
the program as “an award” or, alternatively, as a “lecture series.” 

• How is the event promoted by the sponsor? For example, extensive publicity by 
the sponsor advertising the speech as the draw for attendance at an event could in- 
dicate that the speaker was invited primarily to attract an audience for a lecture. 
Of particular concern would be publicity by the sponsor in which the event is por- 
trayed as an opportunity for the audience to receive specialized information or 
unique insights from the speaker. 

• Is it the policy of the sponsor to make the delivery of a speech a condition of 
receiving the award? If the award winner has the discretion to accept the full award 
but decline to make a speech, then the arrangement almost certainly would he an 
award rather than a compensated speaking activity. As noted above, however, the 
fact that an award winner may be expected to make a speech does not necessarily 
mean that the award is primarily intended as compensation for speaking. 

• What is the nature of the expected speech? If the speech consists of little more 
than brief acceptance remarks, the award can hardly be characterized as compensa- 
tion for speaking. It also may be relevant whether the anticipated speech would con- 
vey new or previously unpublished information, or focus in significant part on new 
or ongoing work of the speaker; this could suggest an intent to compensate the re- 
cipient for the content of the speech rather than to honor the recipient for past 
work. On the other hand, a speech merely reviewing the past work for which the 
speaker is being honored could well be consistent with a purpose to honor the recipi- 
ent gratuitously for past achievement. 

CONSULTING ACTIVITIES 

One of the major areas that can give rise to conflict of interest questions is outside 
activities. Two basic issues must be addressed when an employee proposes to engage 
in an outside activity: whether the employee may participate in the outside activity 
at all, and, if so, what limitations apply to such participation. 

a. Conflicting Outside Activities and Appearance Problems 

OGE’s Standards of Ethical Conduct for Employees of the Executive Branch pro- 
hibit an employee from engaging in an outside activity that conflicts with his official 
duties. 5 C.F.R. § 2625.802. An outside activity will conflict with an employee’s offi- 
cial duties if it is prohibited by statute or an agency supplemental regulation, or 
if the disqualification required to avoid a conflict of interest is so central or critical 
to the performance of the employee’s official duties that his ability to perform his 
job is materially impaired. 

There are two substantive provisions that may require disqualification or recusal. 
A criminal statute, 18 U.S.C. § 208, prohibits employees from participating in cer- 
tain matters affecting their personal and imputed financial interests. An OGE regu- 
lation, 5 C.F.R. §2636.502, provides for employees and agency officials to consider 
recusal from matters involving persons with whom the employee has certain busi- 
ness and personal relationships. When an employee wishes to participate in an out- 
side activity that will require recusal under either of these provisions, agency offi- 
cials must exercise informed judgment to determine whether the scope of any 
recusal will materially impair that employee’s ability to do his job. Such manage- 
ment determinations take into account a variety of factors, including the nature of 
the employee’s duties, the needs of the office, and the ability to reassign projects 
in the office. 

Even if an outside activity is not prohibited under this standard, it may nonethe- 
less violate other principles or standards and therefore be prohibited. One important 
standard is that employees may not use their public office for their own private gain 
or the private gain of others with whom they have certain relationships. 5 C.F.R. 
§2635.702. Certain outside activities may be prohibited under this standard, wheth- 
er or not the activity would require the employee to recuse from matters that are 
central or critical to the position. For example, even if the head of an office reason- 
ably can recuse from a matter affecting an entity with which he has a consulting 
arrangement, there still could be an appearance that the entity is benefiting from 
the employee’s official position: depending on the circumstances, one might reason- 
ably question, for instance, whether subordinates involved in the matter would feel 
subtle pressure to favor the entity with which their supervisor has a substantial 
business relationship. Moreover, some outside consulting relationships may involve 
a subject matter that is so closely related to an employee’s official work that the 
overlap would give rise to an appearance that the employee took advantage of his 
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official position to obtain the outside consulting opportunity or that the employee 
is providing insights obtained on the joh only to those willing to pay. 

The Standards provide that whether “particular circumstances create an appear- 
ance that the law or these standards have heen violated shall he determined from 
the perspective of a reasonable person with knowledge of the relevant facts.” 5 
C.F.R. § 2635.101(h)(14). Agencies are undoubtedly in the best position to determine 
if an outside activity is permissible under these Standards generally, and with re- 
spect to appearances in particular. Some things that an agency should consider in 
making a decision about whether participation in an outside activity will create the 
appearance that an employee is using public office for private gain are the level of 
the employee’s position and the nature of his duties; the subject of the outside work 
and its relation to agency programs and operations; the identity of the outside em- 
ployer and its relationship to the agency, including whether it receives grants or 
contracts; and the timing of the offer of employment. 

Although the standards mentioned so far generally require a case-by-case consid- 
eration of the proposed outside activity, the OGE Standards also permit agencies 
to promulgate blanket prohibitions on certain outside activities. These prohibitions, 
called supplemental agency regulations, must be approved by OGE, pursuant an Ex- 
ecutive Order requiring O&E concurrence in any departures from or additions to the 
uniform standards of conduct applicable to the entire executive branch. The Depart- 
ment of Health and Human Services, in fact, has promulgated certain supplemental 
prohibitions on outside activities. 5 C.E.R. part 5501. 

We note that a 1995 OGE review of the NIH ethics program discovered that NIH 
had a series of restrictions on outside consulting that were not promulgated in ac- 
cordance with the procedures prescribed in the Executive Order. OGE directed that 
NIH either remove these restrictions or propose them for inclusion in the HHS sup- 
plemental regulation. At that time, NIH chose to remove the restrictions and did 
not propose any additional outside activity restrictions in the HHS supplemental 
regulation. As we understand it, NIH decided to rely on case-by-case evaluations, 
under the general standards applicable to all executive branch employees. 

Subsequently, questions have arisen concerning the current NIH system and the 
need for more specific restrictions on certain kinds of outside activities. In this con- 
nection, we understand that NIH now is considering recommendations from the 
Blue Ribbon Panel on Conflict of Interest Policies, which panel is a Working Group 
of the Advisory Committee to the Director, which was appointed by the Director of 
NIH. The Panel report makes numerous recommendations, including proposals for 
supplemental regulations governing certain outside activities, such as consulting. 
OGE has received a copy of this report and is in the process of reviewing it. If the 
Department of Health and Human Services decides to request amendments to its 
supplemental regulation, in response to any recommendations of the Panel, OGE 
stands ready to assist the Department and act expeditiously on any request. 

b. Limitations When an Outside Activity Is Undertaken 

The Standards of Ethical Conduct provide that an employee who is engaged in 
an outside activity must comply with all applicable provisions set forth in the ethics 
rules and statutes. This includes rules that prohibit the misuse of official title, au- 
thority, resources, information, and time in connection with outside activities. There 
are also important restrictions on representing others before the Government and 
serving as an expert witness in matters affecting the Government. Additionally, cer- 
tain noncareer employees are subject to limitations on outside earned income, com- 
pensated service on boards of directors, and involvement with entities providing pro- 
fessional services of a fiduciary nature. 

Particularly relevant in the context of the present inquiry are the rules that re- 
quire employees not to participate in certain Government matters when their own 
interests, or the interests of certain others, are affected by such matters. As men- 
tioned above, disqualification or recusal from certain matters may be required under 
18 U.S.C. §208 or 5 C.E.R. §2635.502. The obligation to recuse when necessary and 
to ensure that a disqualification is observed always remains the personal responsi- 
bility of the individual employee subject to the disqualification. An employee should 
notify his supervisor when he becomes aware of the need to disqualify himself from 
certain matters because of a potential conflict of interest. Once it is determined that 
the outside activity is permissible, the employee’s supervisor has a responsibility to 
facilitate the disqualification by ensuring that the employee is not assigned to work 
on matters from which he is disqualified. Agency ethics officials obviously have an 
important role through direct counseling to, and education of, employees and super- 
visors to ensure that they understand when a recusal is required and how to effec- 
tively implement a required recusal. 
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OGE PROGRAM REVIEWS AT NIH 

As I stated earlier, OGE conducts systemic reviews of all executive branch depart- 
ment and agency ethics programs to determine whether agencies have developed ef- 
fective ethics systems and procedures, in compliance with OGE’s regulations, to pre- 
vent conflicts of interests. OGE typically has conducted reviews of approximately 35 
agencies annually, with major agencies being reviewed approximately every 5 to 6 
years. Agencies are selected for review based on the length of time since their last 
review, OGE staff concerns about an agency’s program, and news media reports of 
ethical concerns. 

These reviews generally focus on several ethics program elements, including the 
structure and staffing of the ethics program, the financial disclosure systems, the 
ethics education and training program, the advice and counseling services, the out- 
side activity approval process, ethics systems for advisory committees, acceptance of 
travel payments from non-Federal sources under 31 U.S.C. § 1353, ethics staff rela- 
tions with the Office of Inspector General, and ethics issues unique to that agency. 
In large agencies or departments, OGE may look at how the ethics program is man- 
aged in its individual components rather than the entire agency. The reviews do not 
typically look at individual employee cases of conflict. On occasion concerns about 
an individual employee will arise in the course of a review, and OGE will consider 
the facts giving rise to the concern and make appropriate recommendations. 

Since 1990, OGE has completed three program reviews at NIH. These prior re- 
views focused on, among other issues, NIH practices and policies pertaining to 
teaching, speaking, writing and other outside activities. OGE has initiated a 2004 
review of the NIH ethics program. This review is being performed at the Office of 
the Director, NCI, NIAID, and the Clinical Center. The focus of the current review 
is on the structure and staffing of NIH’s ethics program, the public and confidential 
financial disclosure systems, the criteria and process for approving outside activi- 
ties, and the criteria and process for approving the acceptance of awards. The re- 
view is ongoing. 


CONCLUSION 

In closing, I would like to emphasize that OGE stands ready to work with you, 
the Committee, HHS, and NIH to ensure that the public has the highest confidence 
in the important work of all the components at NIH. 

I would be happy to answer any questions you may have. 

Mr. Greenwood. Thank you very much, Ms. Glynn. 

Mr. Swindell. 

TESTIMONY OF EDGAR M. SWINDELL 

Mr. Swindell. Mr. Chairman and members of the subcommittee, 
thank you for inviting me to speak with you today. I also have a 
prepared statement that I will submit for the record. 

I am the Assistant General Counsel for Ethics at the Department 
of Health and Human Services and as such my principal role is to 
provide legal advice to the Secretary and the General Counsel on 
Government ethics and related issues. In addition, I serve as the 
designated agency ethics official for HHS under the Secretary’s di- 
rect appointment. 

Today I was the primary point of contact with the Office of Gov- 
ernment Ethics and we have a program within HHS that is decen- 
tralized. There are deputy ethics counselors that run ethics pro- 
grams within the Department. 

Based upon these qualifications I am here today to speak to the 
committee. I would first like to emphasize to the committee that 
the goal of ensuring public confidence and the integrity of NIH is 
one that the Department shares very much with the committee and 
a goal which we can work together to accomplish. 

As NIH moves forward with the help of the Department to ad- 
dress areas of concern, the Department values the committee’s in- 
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formed views. Secretary Thompson has a goal of making HHS the 
leading cabinet agency on ethics matters. 

However, I understand that concerns have been raised by the 
committee about a perceived lack of the responsiveness on the part 
of the Department or on the part of the Office of General Counsel 
within the Department with particular attention to information re- 
quested by the committee regarding outside consulting arrange- 
ments involving NIH employees. 

I would like to assure you that the Department is fully com- 
mitted to cooperating with the committee. In response to the NIH’s 
request to ask employees for information regarding outside com- 
pensation. The Department through OGC has worked extensively 
to identify and resolve legal issues that are relevant to pertaining 
this information. 

When the committee first asked NIH to obtain amounts of com- 
pensation for outside activities, these amounts were unavailable for 
those individuals who file a confidential OGE 450 financial disclo- 
sure form or who do not file any financial disclosure form at all. 
This is because OGE has historically viewed the form as serving 
a conflicts of interest purpose rather than a disclosure purpose. The 
conflicts analysis for reviewing potential outside activities has his- 
torically focused Government-wide on the type and source of com- 
pensation rather than the amount. 

HHS strove to help NIH find a way to collect the information and 
was successful in doing so. This information is critically important 
and so I have taken steps consistent with the privacy act to obtain 
this data in the future for all outside activity requests. 

HHS advised NIH about the privacy act and its requirement that 
collection and maintenance of identifiable information be for pur- 
poses authorized by statutes, regulations, or executive order. Al- 
though the interest of Congress alone would not be a sufficient 
legal basis to collect and maintain the information, an agency in- 
terest pursuant to statutes, regulations, or executive order would 
be an appropriate basis. Accordingly, the Department sought to 
identify such a legal basis. 

On January 27, 2004, I issued a directive informing the DECs, 
the ethics counselors, that in the context of any agency evaluation, 
of any previously approved ongoing outside activity for continued 
compliance with existing law, and in order to request prior ap- 
proval for any new outside activity employees would be required to 
provide both retrospective, if applicable, and prospective compensa- 
tion information. Such amounts were to be noted on the HHS 520 
and this allowed NIH to collect compensation amounts for all ongo- 
ing outside activities. 

I would note that the form we have been using is from 1982 and 
we have canvassed other departments and agencies and found out 
that of the other cabinet departments about nine of them don’t 
even have such forms that we have. Then five of them have forms 
and they don’t ask for this type of amount of information either. 
We are going to be working to make sure that our form is the best 
possible form for dealing with outside activities that we have. 

HHS explained to the committee staff the potential difficulties in 
collecting information pertaining to completed and closed outside 
activities. Referencing these discussions in its February 25 letter to 
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the Department, the committee said, “The Department is attempt- 
ing in good faith to assist the committee.” 

In addition, HHS continued to work to develop an interpretation 
of the Ethics in Government Act that would support the collection 
of information for completed outside activities. In so doing, we dis- 
cussed the legitimate and important need for NIH to collect the in- 
formation NIH and OGC felt was important for the agency to col- 
lect. 

As a result, OGE agreed with us that the Ethics in Government 
Act and its implementing regulations providing the DAEO, and 
therefore the Agency, with authority to evaluate the agency’s sup- 
plemental ethics regulations to determine their continued adequacy 
and effectiveness in relation to current agency responsibilities. This 
determination supported the collection of information regarding 
completed and closed activities with pharmaceutical and bio- 
technology companies. 

As a result of these efforts. Dr. Zerhouni was able to write to the 
committee on March 12, 2004, that “We consider this collection [of 
information] authorized by the Ethics in Government Act of 1978 
and Executive orders mentioned above.” It is my understanding 
that NIH decided to manage litigation risk from NIH employees 
who might not wish to comply with a required collection of infor- 
mation by first attempting to collect the information on a voluntary 
basis. 

However, I understand that Dr. Zerhouni is now going to instruct 
all NIH employees who had consulting arrangements since January 
1, 1999 to report the compensation amounts received pursuant to 
the consulting as a requirement and condition of their employment 
subject to discipline. 

The Department has also worked with NIH and the committee 
to facilitate an appropriate and timely response to other aspects of 
the committee’s investigation. The issue of appropriate ethical over- 
sight is critically important to the Secretary. In fact, under the Sec- 
retary’s and the General Counsel’s leadership the ethics division 
that I head has undertaken a series of efforts to enhance its func- 
tions but particularly to institute systematic oversight of compo- 
nents ethics programs, review of financial disclosure forms, and 
training to employees. 

Our staff has been small. We have a large agency. It has oper- 
ated decent programs. We have had little ability to be able to know 
what is going on absent situations that come up like this or the 
OGE reviews that occur every 4 to 6 years. We are going to do 
what we can to make sure that we have internally the knowledge 
to know what is going on. 

Our staffing will more than double from 11 in my office to 25. 
This, to my knowledge, will make us the largest single legal office 
devoted exclusively to Government ethics outside of OGE. The 
steps we are undertaking will enhance the Department’s operations 
and work on behalf of the public. Therefore, the Department will 
continue to cooperate with the committee as it addresses these im- 
portant issues. In this manner working together our two branches 
of Government can achieve our collective goal of ensuring public 
confidence in agency programs and operations through whatever 
means that will best accomplish that objective. 
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I will be pleased to answer any questions you have. 

[The prepared statement of Edgar M. Swindell follows:] 

Prepared Statement of Edgar M. Swindell, Associate General Counsel for 

Ethics, Office of the General Counsel, U.S. Department of Health and 

Human Services 

Mr. Chairman, Mr. Deutsch, and members of the subcommittee: Thank you for 
inviting me to speak with you today to discuss the ethics issues relating to the Na- 
tional Institutes of Health (NIH). 

The goal of ensuring public confidence in the integrity of NIH is one that the De- 
partment very much shares with the Committee B and a goal which we can best 
accomplish together. The Committee’s oversight in this area has been edifying and 
helpful in identifying areas of concern. As NIH moves forward, with the help of the 
Department, to address those concerns, the Department values the Committee’s in- 
formed views and welcomes the Committee’s suggestions regarding steps that can 
be taken to ensure that the tremendous trust that the Congress and the public place 
in NIH is as unquestioned as the vast contributions NIH has made towards advanc- 
ing the nation’s health and the promise it holds to continue doing so. To this end, 
we believe the recommendations of the Blue Ribbon Panel provide an important per- 
spective and serve as a helpful starting point. 

As Associate General Counsel for Ethics, my principal role is to advise the Sec- 
retary and the General Counsel on government ethics, restrictions on political activ- 
ity by federal government employees, and related issues. Concurrently, under an ap- 
pointment directly from the Secretary, I serve as the Designated Agency Ethics Offi- 
cial (DAEO) for the Department. The DAEO is the point of contact with the Director 
of the Office of Government Ethics (OGE). That office sets ethics policy for the en- 
tire executive branch under an Executive Order issued by the first President Bush 
replacing a system of individual agency regulation of employee conduct. 

I understand that concerns have been raised by the Committee about the role of 
the Office of General Counsel, within the Department, in responding to the Commit- 
tee’s oversight, with particular attention to information requested by the Committee 
regarding payments, expenses, and stock options paid to NIH employees for con- 
sulting arrangements since January 1, 1999. NIH proposed asking employees for in- 
formation regarding compensation for outside activities. Accordingly, the Depart- 
ment, working through OGC, has worked extensively with NIH and the Committee’s 
staff, as well as other federal agencies, to identify and resolve legal issues relevant 
to obtaining this information. 

When the Committee first asked NIH to obtain amounts of compensation for out- 
side activities, these amounts were unavailable for those individuals who file the 
confidential OGE 450 financial disclosure form or who do not file any financial dis- 
closure form. This is because OGE has historically viewed the form as serving a con- 
flicts of interest purpose rather than a disclosure purpose. And the conflicts analysis 
for reviewing potential outside activities has historically focused, governmentwide, 
on the type and source of compensation rather than the amount. For the same rea- 
son, the HHS 520 form, used for review of potential outside activities, did not, until 
my January 27, 2004 memorandum, request the amount of compensation. Histori- 
cally, OGE has advised that it did not view the dollar amount as normally relevant 
to the outside activity conflicts analysis. 

HHS strove to help NIH find a way to collect the information and was successful 
in doing so. This information is critically important and so we have taken steps, con- 
sistent with the Privacy Act, to obtain this data in the future for all outside activity 
requests. 

HHS advised NIH about the Privacy Act, and its requirement that collection and 
maintenance of identifiable information be for purposes authorized by statutes, reg- 
ulations, or Executive Order, and that such authority must be cited in the Privacy 
Act statement accompanying the request for information. Although the interest of 
Congress alone would not be a sufficient legal basis to collect and maintain the in- 
formation, an agency interest pursuant to statutes, regulations, or Executive Order, 
would be an appropriate basis. At first, we hoped that the Ethics in Government 
Act, administered by OGE, could serve such a basis. The difficulty was that OGE 
did not historically believe that amounts of compensation were normally relevant to 
conflicts analyses. 

OGC worked with OGE to devise an interpretation of the authorities provided in 
the Ethics in Government Act that would support the collection of compensation 
amount information for ongoing activities as well as activities being reviewed for 
compliance with the relevant rules. At that time, OGE did not believe that the au- 
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thorities in the Ethics in Government Act could support the collection of compensa- 
tion amount for completed and closed outside activities. 

On January 27, 2004, I issued a directive informing Deputy Ethics Counselors 
[DECs] that in the context of any agency evaluation of any previously approved, on- 
going outside activity for continued compliance with existing law and in order to re- 
quest prior approval for any new outside activity, employees would be required to 
provide both retrospective (if applicable) and prospective compensation information. 
Such amounts were to be noted on the HHS 520. This allowed NIH to collect com- 
pensation amounts for all ongoing outside activities. 

HHS explained to Committee staff the potential difficulties in collecting informa- 
tion pertaining to completed and closed outside activities. Referencing these discus- 
sions in its February 25, 2004 letter to the Department, the Committee said “the 
Department is attempting in good faith to assist the Committee.” 

In addition, HHS continued to work to develop an interpretation of the Ethics in 
Government Act that would support the collection of information for completed out- 
side activities. In so doing, we discussed the legitimate and important need for NIH 
to collect the information NIH and OGC felt was important for the agency to collect. 
As a result, OGE agreed that, in this case, the Ethics in Government Act and its 
implementing regulations providing the DAEO with authority to evaluate the agen- 
cy’s supplemental standards to determine their continued adequacy and effective- 
ness in relation to current agency responsibilities, supported the collection of infor- 
mation regarding completed and closed activities with pharmaceutical and bio- 
technology companies. OGC further applied the same reasoning to all for-profit enti- 
ties. 

As a result of these efforts. Dr. Zerhouni was able to write to the Committee on 
March 12, 2004, that “We consider this collection [of information] authorized by the 
Ethics in Government Act of 1978 and Executive orders mentioned above.” It is my 
understanding that NIH decided to manage litigation risk from NIH employees who 
might not wish to comply with a required collection of information by first attempt- 
ing to collect the information on a voluntary basis. 

However, because of inadequate response, I believe that Dr. Zerhouni is now going 
to instruct all NIH employees who had consulting arrangements since January 1, 
1999 that are now closed to report the compensation amounts received pursuant to 
the consulting as a requirement and condition of their employment. 

Background. HHS has a workforce of more than 60,000 individuals, of which ap- 
proximately 1,000 file public financial disclosure reports and 25,000 file confidential 
financial disclosure reports and receive annual ethics training. These 60,000 em- 
ployees safeguard the nation’s health and provide essential human services through 
myriad programs, policies, and initiatives that affect countless stakeholders and a 
large part of the American economy. Whether in allocating grant funds, awarding 
contracts, entering into public-private partnerships, approving lifesaving drugs, pro- 
tecting patient privacy, or reducing health care costs, our employees must address 
the concerns of the many while avoiding the appearance or fact of undue influence 
by the few. To assist those who bear that responsibility, the Ethics Division advises 
on how to ensure these duties are carried out impartially and unimpeachably. This 
is largely accomplished through legal advice to agency decision-makers and ethics 
officials, guidance to employees, education of the workforce, development of guid- 
ance documents, and, when necessary, liaison with OGE. 

In HHS, as in most large Cabinet Departments, the DAEO oversees and coordi- 
nates a decentralized Departmental ethics program. As DAEO, I appoint Deputy 
Ethics Counselors (DECs) chosen by each operating division, such as the Food and 
Drug Administration (FDA), the Centers for Disease Control and Prevention (CDC), 
and NIH. Each of these DECs, along with agency heads and management in each 
component, are responsible for running ethics programs tailored to the needs of ex- 
tensive, geographically dispersed workforces composed of many professionally 
trained employees with varied responsibilities that range from insuring the health 
care needs of the elderly and disadvantaged to ensuring the safety and efficacy of 
drugs and medical devices. 

The DECs are senior management officials within each component, and they have 
staff who assist them in carrying out the ethics functions, either as collateral duties 
or as members of an ethics program office. NIH in particular has such an office 
under its DEC. As managers closest to day to day operations, they are equipped and 
responsible for identifying and evaluating the relevant ethics issues in their compo- 
nent. Additionally, the DECs and their staff possess the scientific and technical ex- 
pertise necessary to identify and resolve ethics issues in situations involving science, 
medicine, and other complex fields. Within their respective operating divisions, the 
DECs are responsible for establishing a system for reviewing public and confidential 
financial disclosure forms, considering outside activity requests, providing ethics ad- 
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vice to individual employees, initiating ethics education and training programs, and 
ensuring that violations of the conflicts statutes or the conduct standards are re- 
ported to investigatory authorities and where appropriate, seeing that disciplinary 
action is taken. Individual employees are, of course, ultimately responsible for their 
own actions. 

In addition, the Ethics Division has responsibilities similar to those of a DEC but 
for the Office of the Secretary and with respect to political appointees. Staff lawyers 
within the Ethics Division provide legal advice to the DECs to assist them in their 
role in making ethics decisions. Furthermore, we conduct training such as an all day 
DEC workshop each year to keep DECs current on ethics law, and approximately 
thirty ethics officials from across the Department attend the annual OGE conference 
and its various break-out sessions or classes conducted on a wide variety of ethics 
topics. OGE’s periodic program reviews or audits provide us with a sense of how 
well the Department’s components meet their ethics responsibilities. In these re- 
views, OGE has recognized that the Ethics Division provides sound guidance and 
instruction and that a clear “road map” is in place. 

Ethics Initiative. Based upon a process begun by the General Counsel in Decem- 
ber, the Ethics Division has undertaken a series of efforts to intensify our ability 
to scrutinize and oversee the Department’s ethics activities. We are dedicating addi- 
tional resources to enhance the Ethics Division. As part of this initiative, the De- 
partment will institute systematic oversight of the ethics programs within the var- 
ious operating divisions of the Department through regularized compliance auditing 
and program review, as well as dramatically strengthen our ability to provide guid- 
ance to these programs and their officials. The initiative will increase component ac- 
countability for ethics program implementation, augment financial disclosure review 
and training development, and enhance the capabilities of the Ethics Division and 
the authority of the DAEO. Our staffing will more than double from 11 to 26. To 
my knowledge, this will make us the largest single legal office devoted exclusively 
to government ethics, outside of OGE. We will create two units within the Ethics 
Division: the Advice and Financial Disclosure Branch and the Education and Pro- 
gram Review Branch. These branches will be staffed by a mix of attorneys, para- 
legals, computer/training developers, legal resource analysts, auditors, and support 
staff. 

The steps we are undertaking will enhance the Department’s operations and work 
on behalf of the public. Specifically, this initiative will strengthen the Department’s 
identification and prevention of employee actions that would or would appear to be 
motivated by private, pecuniary, or associational interests, rather than an impartial 
assessment of the public interest. 

Historical Context. To provide further background to the Committee in connection 
with its review of these issues, following is an understanding of how we came to 
where we are on the issues of financial disclosure, outside consulting arrangements, 
and awards at NIH. 

a. Financial Disclosure. The degree to which the public may have access to the 
personal financial information of employees at NIH is governed by federal law and 
OGE regulations. The Ethics in Government Act and implementing regulations in 
5 C.F.R. part 2634 provide for two types of financial reporting: (1) public disclosure 
of detailed information about assets, income, liabilities, and outside affiliations on 
a report form called the SF 278; and (2) a less intrusive, confidential version known 
as the OGE 450. On the SF 278, filers must disclose income amounts and asset val- 
ues within broad categories, by checking, for example, a block indicating a figure 
between $1,001 and $15,000, and so on. The OGE 460 does not ask for any disclo- 
sure of amounts, only the identity of holdings and income sources, in other words, 
the information necessary at a minimum to assess conflicts. 

By statute, the public SF 278 filing requirement is reserved exclusively for highly 
paid, senior employees, such as Senate confirmed Presidential appointees, non-ca- 
reer and career members of the Senior Executive Service, Schedule C political ap- 
pointees in the General Schedule, uniformed service officers in the Public Health 
Service Commissioned Corps at pay ^ade 0-7 or above, Administrative Law Judges, 
and employees in other pay systems if the lowest rate of basic pay for that pay plan 
exceeds $104,927 per year. The confidential OGE 450 basically is filed by career em- 
ployees in the General Schedule, generally at grade levels 12 or above, and by spe- 
cial Government employees who do not serve beyond 60 days. Under current law, 
increased public disclosure can occur only through a process of demonstrating to 
OGE that the duties of a particular position B that would not ordinarily be required 
to file publicly under the existing rules B is nevertheless equivalent to the positions 
that do file. This process is required because many of the alternative pay systems 
at NIH do not have minimum rates of basic pay that exceed the threshold. 
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In 1997, the Ethics Division wrote to the Director of OGE asking for an interpre- 
tation of the law to require employees hired under the authority of Title 42, Section 
237, establishing the Senior Biomedical Research Service (SBRS), to file SF 278s if 
the actual annual salary received by the employee was equal to or above 120% of 
the rate of basic pay for GS-15, Step 1. The letter urged that these employees be 
required to file public financial disclosure forms and argued that not doing so would 
be “inconsistent with what would seem to be the prevailing rule in the post-employ- 
ment context [and] appears contrary to the purpose of the public financial disclosure 
requirement. Conceivably an . . . employee with a salary equivalent to an Assistant 
Secretary would not be required to file a Public Financial Disclosure Report . . . [A]ll 
SBRS employees with such salary above 120% of the GS-15, step 1, level should be 
automatically required to file a Public Financial Disclosure Report.” 

On February 11, 1998, the Director of the OGE declined that request and re- 
sponded that for purposes of the public financial disclosure requirement, the term 
“rate of basic pay” was defined as “the lowest level of pay authorized for a position’s 
pay grade.” Director Potts opined that the definition of “rate of basic pay” for SBRS 
employees is the lowest step or entry level pay authorized for a particular pay grade 
or range. Thus, since the entry level minimum pay authorized for SBRS positions 
is set by statute as the minimum rate payable for GS-15, and since that will always 
be less than the Ethics in Government Act SF 278 threshold of 120% of GS-15, Step 
1, the SBRS employees would not be required by the Ethics in Government Act to 
file public financial disclosure reports. Like the SBRS employees hired under the au- 
thority of Section 237, the employees hired under the authority of section 209(f) 
(who do not have any fixed rate of basic pay) have a “rate of basic pay” that is less 
than the statutory SF 278 threshold. 

Although, for the reasons stated above, “Title 42” employees are not statutorily 
defined as SF 278 public financial disclosure report filers, it is our understanding 
that all of the NIH Institute and Center Directors who were appointed under section 
209(f) continued to file public financial disclosure form SF 278s even during the 
time they were not required to do so. To ensure that this continues to be the case, 
as well as to increase transparency with respect to the next level of senior employ- 
ees identified by NIH, we have been successful in securing an OGE equivalency de- 
termination for 93 positions that requires, as of February 6, 2004, the Directors, 
Deputy Directors, Scientific Directors, and Clinical Directors within each NIH Insti- 
tute and Center to file publicly available SF 278s. This determination was in re- 
sponse to our letter of January 12, 2004. Following our request that NIH identify 
other positions with equivalent authority and responsibilities that meet the statu- 
tory test, we recently forwarded to OGE a list of another 506 positions for this spe- 
cial classification. 

b. Outside Consulting and Financial Interests. HHS employees currently are re- 
quired by an agency supplemental regulation to seek prior approval only for profes- 
sional or consultative activities, teaching, speaking, or writing, and board service. 
They submit an HHS Form 520 that solicits detailed information about the proposed 
activity, and each operating division may specify various levels of review, which may 
start with the supervisor and end with the DEC. 

The HHS Form 520, which was designed in 1982 and has since remained virtually 
unchanged. It does not require the applicant to specify the amount of compensation 
to be received in connection with the outside activity. Until recently, it was not un- 
derstood that this information would be relevant to the outside activity approval 
process because the requisite legal analysis focuses on the identity of the payor and 
the nature of the outside activity. This information is critically important and so I 
have taken steps, as DAEO, consistent with the Privacy Act, to obtain this data in 
the future for all outside activity requests. 

Approval requires an assessment of whether the proposed outside activity violates 
any statute or regulation, including the OGE Standards of Ethical Conduct for Em- 
ployees of the Executive Branch or the HHS supplemental ethics regulation. In- 
cluded in the OGE Standards is the requirement that the proposed activity cannot 
create an actual or apparent conflict that would result in recusals that would mate- 
rially impair an employee’s ability to do his job. 

In evaluating conflicts, the reviewer must address two provisions that form the 
core of Federal ethics law. A criminal statute, 18 U.S.C. § 208, deals with an “actual 
conflict” due to the employee’s own or imputed financial interest in the resolution 
of a government matter. A regulatory provision in the OGE Standards, 5 C.F.R. 
§ 2635.502, principally addresses disqualifications called for when an “appearance of 
a conflict” arises from a “covered relationship.” 

Under section 208 of the criminal code, to avoid a conflict of interest that results, 
for example, from stock ownership or outside employment, a federal employee must 
not participate personally and substantially in a particular matter that, to his 
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knowledge, directly and predictably affects his own financial interest or that of his 
outside employer. To prevent an “appearance of a conflict” that results from serving 
in a role short of employment, for example, as an advisor, consultant, or other type 
of independent contractor compensated with fees and expenses, a different rule 
applies[6 CFR 2635.502]. 

Both sections are disqualification provisions in that they do not prohibit the acqui- 
sition of an asset or relationship, rather they bar actual “participation” in a poten- 
tially conflicting matter, either personally or through the direct and active super- 
vision of the participation of a subordinate. However, neither section is triggered by 
mere knowledge of, or official responsibility for, a particular matter. In short, under 
5 C.F.R. § 5501.106(d)(4), prior approval to engage in an outside activity “shall be 
granted,” provided there are no other statutory or regulatory impediments. 

In addition, a number of statutes and regulations do preclude certain outside ac- 
tivities. For example, if an employee sought approval to be a lobbyist, the anti-rep- 
resentation statutes, 18 U.S.C. §§203 and 205, would be implicated. If the activity 
were clearly one that should be done as an official duty, then approval would be 
denied, under 18 U.S.C. §209, as an improper salary supplementation. Another reg- 
ulation prohibits the use of public office for private gain 5 CFR 2635.702. 

Another regulation, 5 C.F.R. §2635.807, precludes compensation, subject to cer- 
tain exceptions, if an employee wants to teach a course, deliver a speech, or write 
a book that relates to his official duties. (Consulting, technically, is not covered by 
this section, but the analysis does provide guidance in evaluating many outside ac- 
tivities.) For career employees, compensation is precluded if, among other things, 
the teaching, speaking, or writing deals in significant part with any current assign- 
ment (or one completed within the last year) or any ongoing policy, program, or op- 
eration of the agency. However, the provision contains an important explanatory 
note. A career employee may receive compensation for “teaching, speaking, or writ- 
ing on a subject within the employee’s discipline or inherent area of expertise based 
on his educational background or experience even though the [activity] deals gen- 
erally with a subject within the agency’s areas of responsibility.” 

Finally, there are also special ethical restrictions that focus on the receipt of 
earned income by political appointees. Under Executive Order 12,731, issued by the 
first President Bush and modif3dng Executive Order 12,674, certain Presidential ap- 
pointees may not receive “any earned income for any outside employment or activity 
performed during” their Presidential appointment. Similarly, the Ethics in Govern- 
ment Act limits the annual amount of outside earned income, including honoraria, 
that highlevel political appointees such as noncareer members of the Senior Execu- 
tive Service may receive. This year, that limit is $23,715. 

As noted earlier, outside activities must also comply with applicable provisions 
governing the avoidance of actions creating an appearance of violating the ethical 
standards, including the prohibition against use of official position for an employee’s 
private gain or for the private gain of any person with whom the employee has em- 
ployment or business relations or is otherwise affiliated in a non-governmental ca- 
pacity. 

As can readily be seen, supervisors, ethics program officers, and the DECs, in par- 
ticular, have difficult assessments to make when reviewing outside activity requests. 
Eor example, at NIH, review of the requests often necessitates an ability to analyze 
the relationship between technically complex official scientific duties and similarly 
complex outside activities, both of which might be in the same general field of exper- 
tise. Even when the activities are approved, individual employees remain personally 
responsible for abiding by their recusal obligations and avoiding violations of any 
other applicable provisions. These responsibilities are exacerbated by mergers, ac- 
quisitions, joint ventures, partnerships, and even name changes, within industry 
that, on any given day, may make it difficult to know whether one has a conflict 
to avoid. 

As outlined in the Blue Ribbon Panel report, prior to 1995, NIH had stringent 
internal policies that barred certain outside activities, limited the amount of outside 
compensation, capped the number of hours that could be spent in outside work, and 
precluded the receipt of stock or stock options as compensation. However, during a 
program review conducted in 1995, OGE notified NIH that its requirements went 
beyond the 1993 executive-branch wide Standards of Ethical Conduct. By Executive 
Order, OGE was required to ensure uniformity within the executive branch with re- 
spect to the core ethics requirements. OGE did not permit agencies unilaterally to 
impose ethics requirements or policies that were more restrictive than the OGE 
Standards, absent the submission to OGE for its approval a supplemental regula- 
tion with adequate justification. The then NIH Director did not pursue that option, 
and the internal policies at NIH were changed to conform to the case-by-case eval- 
uation process prescribed in the OGE regulations. 
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Therefore, whether NIH employees can hold “drug or biotech” stocks or consult 
with companies in these industries is governed by the application of OGE regula- 
tions. Currently, conflicting stock holdings are subject to a de minimis exception 
that allows employees to work on specific party matters as long as the value of the 
affected stock does not exceed $15,000 and on a general matter if the value of any 
one affected holding does not exceed $25,000, subject to a $50,000 cap when cumu- 
lating all affected interests. Also, NIH employees can consult with various compa- 
nies involved in scientific research, if the legal requirements are satisfied. 

c. Awards. Another important issue is whether NIH employees should be allowed 
to receive bona fide awards from outside entities with interests affected by NIH pro- 
grams and operations. Depending upon the resolution of these questions, it is con- 
ceivable that the NIH Director might be barred from receiving the Nobel Prize in 
Physiology or Medicine because, as we understand, the awarding entity on behalf 
of the Nobel Committee is the Karolinska Institute, which collaborates in research 
matters with NIH. 

Bona fide awards for meritorious public service or achievement are conceptualized 
as gifts. Gifts to executive branch employees are governed by 5 U.S.C. § 7353, which 
bars the solicitation or acceptance of anything of value from persons or entities de- 
fined as prohibited sources, subject to such reasonable exceptions as the supervising 
ethics office for the executive branch, by regulation, deems appropriate. OGE imple- 
mented this statute in the Standards of Ethical Conduct for Employees of the Exec- 
utive Branch at 5 C.F.R. Part 2635, Subpart B. These rules expressly permit em- 
ployees to accept bona fide awards and cash incident thereto from most prohibited 
sources, e.g., contractors, grantees, regulated entities, applicants for governmental 
action, etc., including organizations a majority of whose members are of the enumer- 
ated type, provided that the award is determined by agency ethics officials to be 
part of an established program of recognition, as defined in regulatory criteria. Spe- 
cifically, under 5 C.F.R. § 2635.204(d)(1), the reviewer must ascertain whether the 
award is made as part of an established program of recognition for meritorious pub- 
lic service or achievement: 

(1) Under which awards have been made on a regular basis or which is funded, 
wholly or in part, to ensure its continuation on a regular basis; and 

(2) Under which selection of award recipients is made pursuant to written stand- 
ards. 

This exception to the prohibited gifts rule is unavailable, however, if the awarding 
entity is a special type of prohibited source, i.e., a person or entity who “has inter- 
ests that may be substantially affected by the performance or nonperformance of the 
[award recipient’s] official duties.” 

As OGE notes in their testimony today, “one possible reading” of this phrase could 
be to bar an agency official from receiving an award from any entity that has mat- 
ters pending under that individual’s official responsibility, i.e., from any entity or 
person doing business with the recipient’s office, or it could specify a “situational” 
approach predicated on the interpretive assumption that the use of terms such as 
“performance” and “duties” suggests that some actual involvement by the official 
must at least be reasonably foreseeable. Included with the Committee’s initial in- 
quiry on this subject was an opinion of the Congressional Research Service that sug- 
gests the former interpretation. When NIH asked for help in preparing a response 
to the Committee’s inquiry and the Congressional Research Service analysis, I draft- 
ed a White Paper describing the existing policy and its derivation. 

That paper pointed out that, because the above-quoted phrase appears in OGE’s 
regulation, the phrase’s meaning is ultimately a matter for OGE deliberation, that 
OGE has not formally opined on it, and that OGE may well choose a different ap- 
proach than that of the Department. Furthermore, the paper observed an alter- 
native to OGE clarification: that AEederal departments and agencies were author- 
ized to issue, jointly with OGE approval, supplemental ethics regulations to estab- 
lish prior approval procedures for outside activities, to impose prohibited financial 
holdings requirements, and to address ethics issues unique to the programs and op- 
erations of the respective agencies.® 

Today, the Acting Director of OGE provides in her statement the first definitive 
written guidance on the subject. OGE’s analysis articulated in her testimony today 
does not adopt a bright line. Moreover, some of the factors relied upon by HHS are 
factors she has articulated. We are required to implement the OGE interpretation, 
of course, absent a change in law, OGE regulation, or, one other important possi- 
bility. As mentioned in the White Paper provided to NIH and, in turn, to the Com- 
mittee last July, agencies are “authorized to issue, jointly with OGE approval, sup- 
plemental ethics regulations to . . . address ethics issues unique to the programs and 
operations of the respective agencies.” Therefore, if NIH policymakers decided to go 
so far as to outright prohibit the receipt by all or certain NIH officials or employees 
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of all or some awards from outside entities with which NIH interacts, a request for 
such a provision could he included in a supplemental regulation submitted for OGE 
approval. 

In addressing the issue of awards, it is necessary to guard against monetary 
awards and prizes that may appear to he little more than a payment for delivering 
a speech. As noted earlier, federal employees cannot receive compensation for speak- 
ing that relates to their official duties within the meaning of a very detailed regula- 
tion, 5 C.F.R. §2635.807. Moreover, a criminal statute, 18 U.S.C. §209, bars federal 
employees from receiving a supplementation of salary for performing their official 
duties, and another, 18 U.S.C. §201, proscribes illegal gratuities tied to an official 
act. But a bona fide award for meritorious public service or achievement and any 
money that is associated with the honor are considered gifts, rather than compensa- 
tion. As you can readily see, there is a continuum between the permitted activity 
on the one hand B accepting a prestigious award with the prize money and then 
delivering the speech that is routinely expected of the honoree at the award presen- 
tation B and the prohibited activity on the other B accepting money to deliver a 
speech in the guise of receiving an award. 

Unfortunately, the ethics rules do not provide us much guidance in distinguishing 
between the two scenarios. Fortunately, the Acting Director of OGE in her written 
statement submitted today has endeavored to tackle these issues and has even sent 
us in the direction of tax law for help in determining whether an award is “intended 
primarily to provide gratuitous honorific recognition of achievement” or is instead 
“primarily compensatory in nature.” I am grateful to Director Glynn and her staff 
for providing this valuable assistance. 

It must be considered that even though particular conduct may be permitted 
under the applicable statutes and regulations, and even where employees sincerely 
believe there is no appearance of impropriety in the conduct, there may be instances 
where employees should exercise common sense and prudence to abstain from the 
conduct. However, ethics officials are not empowered to compel that abstention. 

In conclusion, the Blue Ribbon Panel’s recommendations are certainly a helpful 
starting point. But we remain open-minded and interested to hear from NIH regard- 
ing its evaluation of the recommendations. As the Department moves forward with 
respect to the recommendations and requests from NIH, we will carefully consider 
what steps should be taken. At the same time, HHS, and, in particular, the ex- 
panded Ethics Division [of the Office of General Counsel], will continue accelerating 
and implementing our plans to independently audit ethics programs in the Depart- 
ment’s components, ensure extensive education and training, increase transparency 
in the form of thorough and accurate disclosure, and provide advice and ethics coun- 
sel to the nation’s premier professionals in the ever-changing field of biomedical re- 
search. 

We would also very much welcome hearing from the Committee about what 
changes it believes are required to strengthen the ethics rules, policies, and proce- 
dures at NIH. HHS will continue to cooperate with the Committee as the Committee 
addresses these important issues. In this manner, working together, our two 
branches of government can achieve our collective goal of ensuring public confidence 
in agency programs and operations through whatever means will best accomplish 
that objective. The objective is especially meaningful and important because so too 
is the mission of NIH to generate knowledge which will advance our ability to care 
for human ailments and improve the lives of all Americans. 

Thank you for the opportunity to speak with you today. I would be pleased to an- 
swer any questions that you may have. 

Mr. Greenwood. Thank you, Mr. Swindell. 

Dr. Kington, good morning. 

TESTIMONY OF RAYNARD S. KINGTON 

Mr. Kington. Good morning. Mr. Chairman, members of the 
subcommittee, I am the Deputy Director of the National Institutes 
of Health. I am also the Deputy Ethics Counselor at NIH as well 
as co-chair of the NIH Ethics Advisory Committee. 

The Director of NIH appointed me as the DEC, Deputy Ethics 
Counselor, on January 12, 2004. At the time of my appointment 
the Director expanded the role of the DEC’s jurisdiction over the 
immediate senior staff and institute and center directors to include 
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institute and center deputy directors, scientific directors, clinical di- 
rectors, extramural program directors. 

In regard to this group of the most senior managers at NIH, I 
am directly responsible for reviewing and approving applications to 
permit various outside activities pursuant to the ethic regulations. 
As Dr. Zerhouni testified before this subcommittee last week, he 
created the NIH Ethics Advisory Committee, or NEAC, in the Of- 
fice of the Director to provide independent peer review of activities 
involving outside organizations. 

The NEAC, which conducted its first meeting on January 20 of 
this year advises the NIH Deputy Ethics Counselor on conflicts of 
interest and helps to ensure the activities involving acceptance of 
compensation from outside sources receive uniform oversight at the 
NIH. 

NEAC reviewed applications for proposed activities with outside 
organizations that stand the greatest chance of posing risks to 
NIH’s objectivity or appearances thereof including where an award 
is valued at $2,500 or more, where total income from an activity 
from an outside organization exceeds $10,000 or is unknown, where 
outside compensation is in the form of equity, or when the activity 
involves a drug or biotech company or where the activity involves 
any senior NIH leadership such as scientific or clinical directors. 

The committee is co-chaired by myself and the Deputy Director 
for Intramural Research, Dr. Michael Gottesman. It consist of 10 
rotating members and two ex officio ethics advisors all of whom are 
full-time Federal employees. The rotating members are nominated 
by the institute and center directors and appointed by myself and 
Dr. Gottesman. 

Membership represents the categories of employees submitting 
proposals to the NEAC including two IC directors, deputy directors, 
scientific directors, clinical directors, extramural directors, and 
other OD, Office of the Director, senior staff. During the central- 
ized NIH review committee members review each proposed activity 
to assess whether it creates an actual or an apparent conflict of in- 
terest. The committee reviews the proposals based on criteria set 
forth and the standards of ethical conduct for employees of the ex- 
ecutive branch promulgated by the U.S. Office of Government Eth- 
ics and the Department of Health and Human Services Regula- 
tions. 

To ensure oversight activities that had already been approved 
prior to the creation of NEAC. We also instructed that all existing 
consulting relationships with pharmaceutical or biotechnology 
firms be stopped and resubmitted to the NEAC for its review and 
input before they could be reapproved and, if appropriate, contin- 
ued by the NIH ethics counselor. 

I am pleased to answer any additional questions you might have 
about the current NIH ethnic program. Thank you. 

Mr. Greenwood. Thank you. Dr. Kington. 

Mr. Maskell. 


TESTIMONY OF JACK MASKELL 

Mr. Maskell. Mr. Chairman and members of the subcommittee, 
thank you for the invitation to present testimony in this matter 
today. I am a legislative attorney with the American Law Division 
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in CRS and have worked there on legal and legislative issues con- 
cerning ethics and Government for about 30 years. 

I began working with the subcommittee staff a year ago con- 
cerning the legal issues of large cash awards or prizes being given 
by private laboratories or clinics for the directors of the Institutes 
of NIH. In the course of that work the scenario that developed was 
as follows: 

An agency of the Federal Government makes grants for research 
or clinical studies to a private facility totaling millions of dollars 
a year. That private facility then gives a substantial cash award or 
prize of several thousand dollars to the Director of the very Federal 
agency making those grants. 

One does not need to have an intricately detailed knowledge of 
Federal law and regulations on ethics to see the obvious appear- 
ance problems and potentials for more serious consequences in that 
scenario. Beyond any mere appearance problem, however, this sce- 
nario raised specific questions of violations of Federal ethics regula- 
tions, and the statutes underlying them. 

I prepared a fairly detailed analysis of some of the legal and eth- 
ics issues involved for the subcommittee, and with the subcommit- 
tee’s permission, I have appended that analysis to my statement 
today. 

Simply put, it appears that an agency head, with administrative 
and operational authority over all aspects of that agency’s functions 
and programs, should not under Federal law and regulation be ac- 
cepting cash gifts, awards or prizes from a private grantee of his 
own agency, that is, a private source that is dependant upon and 
so interested in the official duties, responsibilities and powers of 
that administrator. 

The regulatory exception to the general gift ban for bona fide 
awards or prizes for meritorious service applies only when the 
donor of the award is a sufficiently independent source. The stand- 
ard is that the donor may not “have interest that may be substan- 
tially affected by the performance or nonperformance of the em- 
ployee’s official duties.” The example specifically given in the Office 
of Government Ethics regulations of a permissible award is an NIH 
official receiving the Nobel Prize. The Department of Justice, ana- 
lyzing the awards issue under a related criminal statute, explained 
that acceptable bona fide awards must come from donors who are 
“detached from and disinterested in the performance of the public 
official’s duties.” 

I believe it would strain credibility to argue that a grantee regu- 
larly receiving millions of dollars in grants from a Federal agency 
is “detached from” or “disinterested in” or “independent of’ the du- 
ties, powers, and responsibilities of the Director of that agency. 

Even when the agency head or other supervisory personnel are 
not directly participating in the award of a grant, or actually par- 
ticipating in certifying the private entity as a “comprehensive” 
treatment facility, the actual authority over those subordinate em- 
ployees making the decisions, promotion, pay and work assign- 
ments and other things, the inherent influence of supervisors and 
agency heads over such subordinate employees, and the natural in- 
clination of employees to want to please their superiors, all counsel 
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against such agency heads and management personnel receiving 
cash awards from these private grantees under the regulation. 

While there certainly may be some leeway in the interpretation 
of the language of the regulation, the Supreme Court, in a unani- 
mous decision authored by Justice Scalia in 1999, has given some 
guidance by explaining fairly clearly that a private entity has inter- 
ests that “may be substantially affected by the performance of’ an 
official’s public duties when that official “has the capacity to exer- 
cise governmental power or influence in the donor’s favor,” regard- 
less of whether there is any specific, particular matter on the desk 
of the official relating to that private entity. 

In fact, if there is a particular matter pending before the official 
relating to the private entity at the time of the cash payments, 
questions of both the application of criminal laws as well as ethics 
violations could be implicated. 

That Supreme Court decision, known as the Sun-Diamond case, 
related to criminal charges concerning the then Secretary of Agri- 
culture for accepting gifts of travel and entertainment from private 
entities regulated by his Department. The indictment charged the 
parties ecretary with the giving of “illegal gratuities” under the 
Federal bribery statute. There were no allegations that the Sec- 
retary ever did any official act for the donors, or that any specifi- 
cally identified official matter was pending before the Secretary in- 
volving those donors. 

The Independent Counsel argued before the Court that the mere 
position of the Secretary, and the authority and power of the Sec- 
retary to affect the interests of the donor were enough to invoke 
the felony “illegal gratuities” prohibition upon making or accepting 
gifts or payments from them. 

The Supreme Court, however, disagreed with the Independent 
Counsel, and Justice Scalia, writing for a unanimous Court ex- 
plained in dicta that there is a multi-layered web of ethics laws 
and regulations in place for Federal officials, and that while such 
so-called “status gifts” are not necessarily “illegal gratuities” (be- 
cause they can not be tied to any specific, identified official act), 
they do violate the language of the express regulation that we are 
discussing today, that is, they are gifts from a donor who has inter- 
ests that may be substantially affected by the public duties of the 
official because the public official “is in the position to act favorably 
to the giver’s interest,” that is, the official has the “capacity to ex- 
ercise governmental power or influence in the donor’s favor.” 

It is obvious that a Director of a Federal agency has the official 
capacity, position and authority to exercise governmental power or 
influence which may affect the fortunes and interests of a grantee 
of that agency. Merely because a Director might have “delegated” 
certain grant functions to subordinates does not relieve or divest 
the officer of his official authority and responsibility. This is how 
the levels of responsibility and accountability are constructed in the 
Federal service. 

If we are to err on the side of caution, the overall public interest 
would seem to dictate broadly prohibiting those ultimately respon- 
sible for grant decisions from personally benefiting from cash 
prizes, awards, or other such gifts given by grateful recipients of 
those Federal grants. 
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Thank you and I am willing to answer questions that you may 
have. 

[The prepared statement of Jack Masked follows:] 

Prepared Statement of Jack Maskell, Legislative Attorney, Congressional 

Research Service 

Mr. Chairman and Members of the Subcommittee: Thank you for the invitation 
to speak to you today on the matter of “awards” from private sources. My name is 
Jack Maskell, and I am a legislative attorney with the American law Division of the 
Congressional Research Service. I began working with the subcommittee staff a lit- 
tle more than a year ago concerning the legal issues of private cash “awards” or 
“prizes” being given to the directors of the Institutes of the National Institutes of 
Health from private laboratories or clinics. In the course of that work, the scenario 
that developed was as follows: 

An agency of the Federal Government makes grants for research or clinical 
studies to a private laboratory/ clinic in the sum of tens of millions of dollars 
a year. That private laboratory/clinic then gives a cash “award” or “prize” of 
several thousand dollars to the Director of the very federal agency making those 
grants. 

One does not need to have an intricately detailed knowledge of federal law and 
regulations on ethics to see the obvious “appearance” problems and potentials for 
more serious consequences in that scenario. In fact, preventing appearances of im- 
propriety and increasing confidence in the public’s perception of the fairness of the 
administration of federal programs is one of the principal purposes behind federal 
ethics regulations and laws. Crandon v. United States, 494 U.S. 152, 164-165 (1990); 
H.R. Rpt. No. 748, 87th Cong., 1st Sess. 4-6 (1961); 5 C.F.R. 2635.101(a). 

Upon further research and analysis it became clear that even beyond any mere 
“appearance” problem, however, this scenario raised specific questions of violations 
of federal ethics regulations, and the statutes underlying them. I prepared a fairly 
detailed analysis of some of the legal and ethics issues involved for the sub- 
committee, and with the subcommittee’s permission, I have appended that analysis 
to my statement today. 

Simply put, it appears that an agency head, with administrative and operational 
authority over all aspects of that agency’s functions and programs, should not under 
federal law and regulation be accepting cash gifts, “awards” or “prizes” from a pri- 
vate grantee of his own agency, that is, a private source that is dependant upon 
and so interested in the official duties, responsibilities and powers of that adminis- 
trator. This is particularly the case with certain private clinics and laboratories 
which have a continuing “certification,” as well as a substantial and continuing 
grant, relationship with the agency. 

As a brief background, federal law now prohibits the receipt of “gifts” by federal 
officials from “interested parties,” or what are also called “prohibited sources.” In 
the executive branch there are two general categories of interested parties. The first 
are those that are prohibited sources agency-wide, that is, for everyone in the agen- 
cy, and includes those private entities seeking official action from, doing business 
with, or that are regulated by one’s agency. 5 U.S.C. § 7353(a)(1); 5 C.F.R. 
§ 2635.203(l)-(3). The second category are those that are prohibited sources for a 
particular officer or employee in question, that is, a restriction which is personal to 
the particular official — and that includes those “whose interests may be substan- 
tially affected by the performance or nonperformance of the individual’s official du- 
ties.” 5 U.S.C. ’7353(a)(2); 5 C.F.R. §2635.203(4). 

While most gifts may not be accepted from either category of interested parties 
(agency-wide or personal), there is a specific exception in executive branch regula- 
tions for the receipt of a bona fide award or prize for meritorious public service, 
when the donor of the award is a sufficiently independent source. Specifically, the 
awards exception allows an official to accept a bona fide award under certain cir- 
cumstances from someone who is not in that second, “personal” category of inter- 
ested parties, that is, an entity which does not have “interests that may be substan- 
tially affected by the performance or nonperformance of the employee’s official du- 
ties.” 5 C.F.R. 2636.204(d)(1). The example specifically given in the Office of Govern- 
ment Ethics regulations, is an NIH official receiving the Nobel Prize. 5 C.F.R. 
2635.204(d), note. The Department of Justice, analyzing the “awards” issue under 
a related criminal statute, explained that acceptable bona fide awards must come 
from donors who are “detached from and disinterested in the performance of the 
public official’s duties.” 8 Op. O.L.C. 143, 144 (1984). 
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It would strain credibility to argue that a grantee regularly receiving millions of 
dollars in grants from a federal agency is “detached from” or “disinterested in” or 
“independent of’ the duties, powers, and responsibilities of the Director of that 
agency. Even when the agency head or other supervisory personnel are not directly 
participating in the award of a grant, or actually participating in certifying the pri- 
vate entity as a “comprehensive” treatment facility, the actual authority over those 
subordinate employees making the decisions, the inherent influence of supervisors 
and agency heads over such subordinate employees, and the natural inclination of 
employees to want to please their superiors, all counsel against such agency heads 
and management personnel receiving cash awards from these private grantees 
under the regulation. 

While there certainly may be some leeway in the interpretation of the language 
of the regulation, the Supreme Court, in a unanimous decision authored by Justice 
Scalia in 1999, has given some guidance by explaining fairly clearly that a private 
entity has interests that “may be substantially affected by the performance of’ an 
official’s public duties when that official “has the capacity to exercise governmental 
power or influence in the donor’s favor,” regardless of whether there is any specific, 
particular matter on the desk of the official relating to that private entity. United 
States V. Sun-Diamond Growers of California, 526 U.S. 398, 405-511 (1999). In fact, 
if there is a particular matter pending before the official relating to the private enti- 
ty at the time of the cash pa 3 Tnents, questions of both the application of criminal 
laws as well as ethics violations could be implicated. 

That Supreme Court decision, known as the Sun-Diamond case, involved a 31- 
count criminal indictment against the then Secretary of Agriculture for accepting 
gifts of travel and entertainment from private entities regulated by his Department. 
The indictment charged the Secretary with the acceptance of “illegal gratuities” 
under the federal bribery statute. There were no allegations that the Secretary ever 
did any official act for the donors, or that any specifically identified official matter 
was pending before the Secretary involving those donors. The Independent Counsel 
argued before the Court that the mere position of the Secretary, and the authority 
and power of the Secretary to affect the interests of the donor were enough to in- 
voke the felony “illegal gratuities” prohibition upon accepting gifts or payments from 
them. The Supreme Court, however, disagreed with the Independent Counsel, and 
Justice Scalia, writing for a unanimous Court explained in dicta that there is a 
multi-layered web of ethics laws and regulations in place for federal officials, and 
that while such so-called “status gifts” are not necessarily “illegal gratuities” (be- 
cause they can not be tied to any specific, identified official act), they do violate the 
language of the express reflation that we are discussing today, that is, they are 
gifts from a donor who has interests that may be substantially affected by the public 
duties of the official because the public official “is in the position to act favorably 
to the giver’s interest,” that is, the official has the “capacity to exercise govern- 
mental power or influence in the donor’s favor. . .” Sun-Diamond, supra at 408, 411. 

It is obvious that a Director of a federal agency has the official capacity, position 
and authority to exercise governmental power or influence which may affect the for- 
tunes and interests of a grantee of that agency. Merely because a Director might 
have “delegated” certain grant functions to subordinates does not relieve or divest 
the officer of his official authority and responsibility. As noted by the United States 
Court of Appeals, the head of an agency who delegated authority to a subordinate 
official Adid not, however, divest . . . himself of the power to exercise his authority 
or relieve him of his responsibility for action taken pursuant to the delegation.” 
Skokomish Indian Tribe v. G.S.A., 587 F.2d 428, 432 (9th Cir. 1978), see NLRB v. 
Duval Jewelry Co., 357 U.S. 1, 7-8 (1958). As stated simply by Professor Bayless 
Manning, one of the drafters of the model federal conflict of interest laws in the 
1960’s: “[T]he head of a department or agency would have ‘under his official respon- 
sibility’ all matters in the department or agency.” Manning, Federal Conflict of In- 
terest Law, at 207-208 (Harvard University Press 1964). That is how the system of 
responsibility and accountability is constructed in the federal service. Because of the 
actual authority over subordinate employees and their promotions and pay, the in- 
herent influence of supervisors and agency heads over such subordinate employees, 
and the natural inclination to please one’s superiors, it would appear that the rea- 
sons behind the ethics rule do not necessitate the actual or the reasonably foresee- 
able active participation in a specific matter by such supervisory personnel for them 
to fall outside of the narrow “awards” exception. 

Financial disclosure. The framework of the public financial disclosure issues is 
that certain personnel in the Institutes earning up to $200,000 a year in federal sal- 
ary are seen as exempt from the statutory requirements for public financial disclo- 
sure. This has apparently come about by virtue of the Institute’s authority under 
42 U.S.C. § 209(f) and (g) to hire “special consultants” and experts without regard 
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to civil service rules. The pay established by the agency for such positions ranges 
from $38,000 to $200,000. Under this authority the Institutes have reportedly hired 
high-level administrative personnel, including apparently directors, but since the 
“pay range” under this authority begins at $38,000, below the statutory threshold 
for disclosure, the agency has exempted those hired under this authority from public 
financial disclosure. Report of the National Institutes of Health Blue Ribbon Panel 
on Conflicts of Interest Policies, Draft of May 5, 2004 at 20, 29-31. 

The exemption from filing for those in a “pay range,” when the lowest amount in 
the range is below the statutory threshold, is not necessarily required by the lan- 
guage of the federal law, but is rather an interpretation of the law by the Office 
of Government Ethics. The federal law merely says in relevant part that public dis- 
closure is required from: 

each officer or employee in the executive branch... who occupies a position..., 
in the case of positions not under the General Schedule, for which the rate of 
basic pay is equal to or greater than 120 percent of the minimum rate of basic 
pay payable for GS-15 of the General Schedule... 5 U.S.C. appendix, § 101(f)(3). 

The law itself does not specifically say anything about pay bands, or the lowest 
level in any given pay range. The Office of Government Ethics has determined, how- 
ever, that the statutory language and intent of the law means that the “basic pay” 
for a “position” is the lowest possible pay, that is, the so-called entry level or begin- 
ning pay, for any particular pay range, rather than the pay actually received by a 
particular incumbent in that position. 

It should be mentioned here that in the legislative branch we do not follow OGE’s 
particular interpretation of the law (with respect to similar language) applying to 
legislative branch employees, and that when an employee in the legislative branch 
reaches the actual annual rate of pay that is comparable to the statutory threshold 
(120% of a GS-15), then that employee must file a public disclosure, regardless of 
any minimum pay possible for that “pay band” or “pay range.” 

The Office of Government Ethics has explained that the intent of the disclosure 
law was to cover a “position” rather than a particular employee, and that the cov- 
erage of the disclosure law “is determined by the employee’s level of responsibility” 
and that the lowest level of pay possible defines that responsibility (OGE Letter to 
DAEO’s, No. 98 x 2). In most cases, this is perfectly logical and effective, particu- 
larly where there may be a number of “positions” in an occupational series, and sev- 
eral corresponding pay bands to which an employee may be progressively promoted 
or appointed. The pay ranges may then be fairly correlative to responsibility and, 
of course, “level of pay” is a more easily determined and definable standard than 
is “level of responsibility.” However, where there is merely an authority to hire and 
no positions and pay statutorily defined, or merely a maximum rate of pay, then 
the lowest permissible pay rate may not fairly describe the responsibility of those 
in the upper echelons of pay and authority. In some cases a rigid application of the 
“lowest possible pay” interpretation does not conform to the actual facts on the 
ground. Under their title 42 authority, for example, it has been explained that the 
Institutes hire managers, supervisors and even directors. Clearly, their positions 
and levels of responsibilities are significantly different from and greater than “con- 
sultants” and advisors at the lower end of that possible pay range. 

Policy makers must, of course, balance the interest of full disclosure for public of- 
ficials with the privacy interests of federal employees and officials, and the possible 
“nuisance” factors of public disclosure and its effect on recruitment and retention 
of qualified personnel. However, these policy decisions should not be confused with 
any constitutional “rights to privacy” of public employees with regard to financial 
matters. The federal courts examining the issue of privacy rights have determined 
that an implied right to privacy exists under several possible provisions of the Con- 
stitution when there is involved “intimate” family and personal relationships and 
decisions, such as the decision concerning procreation and child-rearing. Whalen v. 
Roe, 429 U.S. 589 (1977). The courts have not, as of yet, expressly extended any 
constitutional right to privacy, however, to a public official’s financial matters or in- 
terests, noting that “[financial privacy is not within the autonomy branch of the 
right to privacy,” that is, it is not within the Asphere of family life constitutionally 
protected by the right of privacy.” Duplantier v. United States, 606 F.2d 654, 669 
(5th Cir. 1979), cert, denied 449 U.S. 1076 (1981) [upholding the federal Ethics in 
Government Act public disclosures for federal judges], citing Plante v. Gonzalez, 575 
E.2d 1119, 1132 (5th Cir. 1978), cert, denied 439 U.S. 1129 (1979). 


Memorandum December 4, 2003 

TO: House Committee on Energy and Commerce, Attention: Alan Slobodin 
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FROM: American Law Division 

SUBJECT: Cash “Awards” and “Prizes” to Agency Heads from Grantees of the 
Agency 

This memorandum is prepared in response to the Committee’s request, as dis- 
cussed with counsel Alan Slobodin. The American Law Division previously provided 
a legal analysis to your Committee, dated May 20, 2003, discussing federal law and 
interpretation concerning the receipt of cash gifts, including “awards,” by an agency 
head from a grantee of that official’s agency. In response to the Committee’s subse- 
quent inquiry to that agency, the Committee received an unsigned memorandum (or 
“white paper”) from the Department of Health and Human Services, dated July 11, 
2003, which attempted to justify the receipt of cash awards by the head of an agen- 
cy in the Department, the National Cancer Institute of the National Institutes of 
Health, based on a particular exemption to the executive branch gifts regulation. 
The Committee has asked for a legal analysis of the HHS response. 

The Department memorandum would construe the gifts restriction, and the nar- 
row exemption in it for bona fide “awards” to federal officials from disinterested 
sources, in such a permissive manner as to condone the personal enrichment of the 
Director of an agency directly from a source receiving significant grant funding from 
his agency. The reasoning employed by the Department obscures and overlooks the 
obvious and serious ethical implications in this scenario. On its face, allowing the 
top administrator and final decision maker of an agency to receive cash “awards” 
or “prizes” from those private entities concerning whom the agency must make de- 
terminations involving millions of dollars in grant funds implicates the precise con- 
flicts of interest and ethical issues that are addressed in various criminal laws, stat- 
utes on gifts, and standards of conduct regulations. As developed below, under the 
common understanding of the language used in the gift regulations and exemptions, 
and under relevant administrative rulings and examples, as well as legal interpreta- 
tions by the Supreme Court, — a private grantee of the Federal Government clearly 
“has interests that may be substantially affected” by the official powers and duties 
of the Director of the grantor federal agency, and as such, may not be the source 
of substantial gifts of cash, even in the form of “awards,” given to that particular 
Government official.' 

Background. The limitations and restrictions on gifts, and the prohibitions on pri- 
vate salary supplementation of federal employees are, as noted by the Office of Gov- 
ernment Ethics, “aimed at preventing the Government employee from becoming be- 
holden to anyone in the private sector who might affect the independence or judg- 
ment of that employee.”^ There is, of course, a grave concern that official decisions 
may actually be influenced, even subtly influenced, when a private recipient of fed- 
eral largess “awards” the responsible federal official with cash in appreciation of his 
public duties. 3 Such conduct not only provides a potential lucrative reward for those 
past decisions favorable to the grantee, but also provides an opportunity for a poten- 
tially generous “incentive” for future official conduct favorable to the grantee by that 
official and other agency officials who are possible future recipients of such 
“awards.” In addition to actual influence over official decision-making, however, 
there is an extended concern that permitting such conduct diminishes the confidence 
of the public in the independent, impartial and even-handed administration of fed- 
eral programs."* The Supreme Court has noted the important interest of the Govern- 
ment in adopting rules to avoid even “potential conflicts of interest in the perform- 


' 5 U.S.C. § 7353(a)(2); 5 C.F.R. §§2635.202, 2635.203(d), 2635.204(d); 8 Op. O.L.C. 143, 144 
(1984); Office of Government Ethics [OGE] Advisory Opinions Nos. 83 x 11 (July 26, 1983), and 
92 X 7 (February 26, 1992); see United States v. Sun-Diamond Growers of California, 526 U.S. 
398, 405-411 (1999). 

2 Office of Government Ethics, Opinion 81 X 31, October 2, 1981, in Informal Advisory Letters 
and Formal Opinions, 1979-1988, at 210; Paul H. Douglas, Ethics in Government, at 45-49 (Har- 
vard University Press 1952); Roswell B. Perkins, “The New Federal Conflict of Interest Law,” 
IQ Harvard Law Review 1113, 1137 (1963), discussing 18 U.S.C. §209. 

^Id.; the late Senator Paul Douglas, explained in his treatise Ethics in Government, supra at 
44, that often “the corruption of public officials by private interests takes a more subtle form” 
than outright bribes, through indirect financial support which may “put the public official under 
such a feeling of personal obligation that the latter gradually loses his sense of mission to the 
public . . .” Douglas noted that sometimes subtle “shifting loyalties” from the community to nar- 
row private interests may lead an official to make decisions favorable to “his private benefactors 
and patrons” while all the time “the official will claim — and may indeed believe — that there is 
no causal relationship between the favors he received and the decisions which he makes.” 

*“The proper operation of a democratic government requires that officials be independent and 
impartial; . . . and that the public have confidence in the integrity of its government.” H. R. Rpt. 
No. 748, 87th Congress, 1st Session, 4-6, House Judiciary Committee (1961). The Office of Gov- 
ernment Ethics has recognized the imperative to “ensure that every citizen can have complete 
confidence in the integrity of the Federal Government ...” 5 C.F.R. 2635.101(a). 
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ance of governmental service” to “maintain! ] the public’s confidence in the integrity 
of the federal service.”^ 

To address the ethical issues inherent in the receipt of things of value by federal 
officials from private sources when there exists any “nexus” between the interests 
of the donor entity and the official duties and responsibilities of the recipient federal 
official, there has developed in the Federal Government a multi-layered structure 
of criminal laws, general statutes, and standards of conduct regulations which seek 
to regulate these situations. The criminal laws include the federal bribery statute 
which provides criminal penalties for any federal official who receives something of 
value “in return for” being influenced in the performance of an official act; the “ille- 
gal gratuities” clause of the same bribery statute which prohibits the receipt of 
things of value that are connected to official duties in particular ways, — received 
“for or because of’ a particular official act performed or to be performed by the offi- 
cer or employee; and a criminal conflict of interest provision which prohibits federal 
employees in the executive branch from working on or being involved “personally 
and substantially” in any official particular matter in which they have a personal 
or imputed financial interest.® In addition to these provisions of criminal law, it 
should be noted that a specific criminal provision of federal law also prohibits the 
receipt of money or things of value intended as private “compensation,” or as a sal- 
ary supplementation, for one’s official duties performed for the United States Gov- 
ernment.'^ Under this latter provision, 18 U.S.C. § 209, there has been developed and 
recognized by the Department of Justice an exemption from the criminal law for 
bona fide awards to federal officials for their public service from sources “detached 
from” and “disinterested in” the area of responsibilities of the recipient federal offi- 
cial.® 

Statute and General Regulations on Gifts. In addition to the provisions of federal 
criminal law noted above, there are non-criminal statutes of general applicability, 
as well as administrative regulations governing the acceptance of gifts and other 
“self-enriching” activities of federal officials.^ The principal statutory provision in 
federal law regarding gifts from private sources was adopted as part of the Ethics 
Reform Act of 1989,'® codifying for the most part somewhat similar ethical rules and 
limitations on the receipt of gifts by federal employees which had been in effect for 
the executive branch since 1965 by way of Executive Order and agency regula- 
tions." 

The current law on gifts from outside sources, codified at 5 U.S.C. § 7353, pro- 
hibits the receipt of “an3dhing of value” by a federal official from what have come 
to be known as “prohibited sources.” In the current gifts law, the “prohibited 
sources” are expressly set out in two separate categories of persons or entities, to 
include those persons: 

(1) seeking official action from, doing business with, or (in the case of execu- 
tive branch officers and employees) conducting activities regulated by, the indi- 
vidual’s employing entity; [5 U.S.C. § 7353(a)(1)] or 

(2) whose interests may be substantially affected by the performance or non- 
performance of the individual’s official duties. [5 U.S.C. § 7353(a)(2)] 

Under the gifts statute, the supervisory ethics offices for particular employees and 
officials may issue regulations detailing the gift limitations and providing reason- 
able exceptions to the general prohibitions.'^ The Office of Government Ethics has 
issued gift regulations under this statutory provision for the executive branch of 
Government, setting out numerous restrictions and exemptions to the general prohi- 
bition. Under the regulations, the Office of Government Ethics sets out the cat- 
egories of what constitutes a “prohibited source” from whom things of value may not 
be received as follows at 5 C.F.R. §2635.203: 

(d) Prohibited source means any person who: 

(1) Is seeking official action by the employee’s agency; 

(2) Does business or seeks to do business with the employee’s agency; 

(3) Conducts activities regulated by the employee’s agency; 


^Crandon v. United States, 494 U.S. 152, 164-165 (1990). 

<5 18 U.S.C. § 201(c)(1)(B); 18 U.S.C. §201(b)(2);18 U.S.C. §208. 

718 U.S.C. §209. 

* 8 Op. O.L.C. 143, 144 (1984). 

®As noted by the Supreme Court there is now “an intricate web of regulations ... governing 
the acceptance of gifts and other self-enriching actions by public officials.” United States v. Sun- 
Diamond Growers of California, 526 U.S. 398, 409 (1999). 
lop.L. 101-194, Sec. 303, November 30, 1989, 103 Stat. 1746. 

"See Executive Order No. 11222, Section 201, May 8, 1965 (now superseded by E.O. 12674, 
April 12, 1989), and former regulations, 30 F.R. 12529, October 1, 1965, 5 C.F.R. § 735.202. 

'2 5 U.S.C. § 7353(b). 
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(4) Has interests that may be substantially affected by performance or non- 
performance of the employee’s official duties; or 

(5) Is an organization a majority of whose members are described in paragraphs 
(d)(1) through (4) of this section.'^ 

Regulatory Exemption for Certain Bona Fide Awards. Based on the guid- 
ance and principles developed in the Department of Justice’s exemption for bona 
fide awards under 18 U.S.C. §209, the Office of Government Ethics promulgated an 
exception from the gifts prohibitions for certain “bona fide awards” for meritorious 
public service given by certain entities to federal officials when the recipient federal 
officials are not in positions to affect the interests of the donor of the award or prize. 
The current regulatory exemption provides as follows, at 5 C.F.R. § 2635.204: 

(d) Awards and honorary degrees. (1) An employee may accept gifts, other 
than cash or an investment interest, with an aggregate market value of $200 
or less if such gifts are a bona fide award that is given for meritorious public 
service or achievement by a person who does not have interests that may be 
substantially affected by the performance or nonperformance of the employee’s 
official duties or by an association or other organization the majority of whose 
members do not have such interests. Gifts with an aggregate market value in 
excess of $200 and awards of cash or investment interests offered by such per- 
sons as awards or incidents of awards that are given for these purposes may 
be accepted upon a written determination by an agency ethics official that the 
award is made as part of an established program of recognition: 

(i) Under which awards have been made on a regular basis or which is fund- 
ed, wholly or in part, to ensure its continuation on a regular basis; and 

(ii) Under which selection of award recipients is made pursuant to written 
standards. 

The examples given by the Office of Government Ethics and the rulings by that 
agency, as well as the Department of Justice interpretations under § 209, have dem- 
onstrated that a bona fide award, to fit the exemption, must (among other qualifica- 
tions for a cash award) come from a person, group, or entity that is to a certain 
degree “independent” of the recipient public official, in the sense that the public offi- 
cial is not in a position to act favorably to the giver’s interests. The Department of 
Justice has expressly stated that the exemption from the criminal statute at 18 
U.S.C. §209 that it has recognized for bona fide awards to federal officials from out- 
side sources, must come from donors who are “detached from and disinterested in 
the performance of the public official’s duties.” 

The example expressly provided in the published regulations of the Office of Gov- 
ernment Ethics uses the Nobel Prize to illustrate the type of “award” from inde- 
pendent sources that may be received by a federal official: 

Example 1: Based on a determination by an agency ethics official that the prize 
meets the criteria set forth in § 2635.204(d)(1), an employee of the National In- 
stitutes of Health may accept the Nobel Prize for Medicine, including the cash 
award which accompanies the prize, even though the prize was conferred on the 
basis of laboratory work performed at NIH.'^ 

Similarly, an advisory ruling from the Office of Government Ethics provided another 
example of when the receipt of a bona fide award by a particular official would not 
raise ethics and conflict of interest concerns, that is, again, when the recipient/ 
awardee is not in a position to exercise official duties or responsibilities that may 
substantially affect the interests of the donor: 

A nonprofit organization presents its annual award consisting of $6,000 and a 
medallion for “Greatest Public Service Performed by an Elected or Appointed 
Official” to an employee of the Bureau of Prisons. The organization applied 
long-standing written criteria in judging all of the candidates. The organization 
has no relationship with the Bureau of Prisons. Because it is a bona fide award 
for public service, it is not intended to compensate the employee for his services 
to the Bureau of Prisons and would not violate section 209. 

Where there existed apparent or potential conflicts of interest for employees of an 
agency with respect to the donor entity, however, because those employees worked 
in a subject “area” of interest to the donor, the Office of Government Ethics, in ap- 
plying an earlier version of the exemption, found that the requisite independence 


13 5 C.F.R. ? 2635.203(d). 

MS Op. O.L.C. 143, 144 (1984). 

15 5 C.F.R. § 2635.204(d), note. 

i«OGE, Memorandum, DO-02-016, “18 U.S.C. §209 Guidelines,” July 1, 2002, see OGE Advi- 
sory Letter 83 x 10. Emphasis added. 
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or disinterestedness of the donor was not present, and that the awards could not 
be accepted.!'' 

The Office of Government Ethics has not published an interpretation specifically 
addressing the issue of the head of an agency receiving cash “awards” from a grant- 
ee of that agency. There is, however, no ruling from the Office of Government Ethics 
which interprets this narrow exception from the general gifts prohibition for bona 
fide “awards” in such a manner as to allow the personal enrichment of a federal 
official, such as an agency Director, from any entity, such as a grantee of the Direc- 
tor’s agency, which is so vitally concerned with and connected to the area of official 
responsibilities and powers of the intended recipient. Under the general principles 
of the administrative and re^lato^ exemptions, a grantee of an agency can hardly 
be said to be “detached from’’ or “disinterested in” the official duties and responsibil- 
ities of the Director of the grantor federal agency. As explained below, such conduct 
not only raises general ethics and conflict of interest concerns and appearances, it 
appears to specifically violate the express prohibition on gifts from interested par- 
ties. 

Meaning of Phrase “Interests That May Be Substantially Affected” by the Officer’s 
Duties. The regulatory exception for bona fide awards thus does not allow, for obvi- 
ous ethics and conflict of interest reasons, a public official to receive an award from 
an entity which is in the “fourth category” of regulatory “prohibited sources,” that 
is, from an entity that “has interests that may be substantially affected” by the per- 
formance or nonperformance of that official’s public duties. The Memorandum from 
the Department of Health and Human Services admits its confusion and lack of un- 
derstanding of the plain language of this category of “prohibited sources” in the 
OGE regulations.!* The Department “white paper” speculates that this fourth cat- 
egory in the regulations could not mean “grantees” of the agency because, it argues, 
such entities are already covered by the regulations in another category of prohib- 
ited sources, that is, those doing business with the agency. Such an interpretation, 
the Department “white paper” argues, would create a meaningless “tautology” that 
an employee could “accept an award from a “prohibited source” provided that it is 
not a ‘prohibited source,’ ” and the Department eventually concludes that the pro- 
vision does not limit an award to the agency’s director merely because the donor 
is a grantee of that agency. 

The Department’s expressed confusion concerning the categories of “prohibited 
sources” may be substantially clarified, in the first instance, by looking at the expla- 
nations of the Office of Government Ethics in its advisory opinions and rulings. 
OGE has explained that the first three categories of “prohibited sources” in its regu- 
lations (which correspond to the first category of prohibited sources in the statute, 
5 U.S.C. § 7353(a)(1)) are intended as “agency-wide” prohibited sources of gifts.^o 
That is, that such entities in the first three categories are “prohibited sources” from 
whom gifts may not be received by everyone employed in the particular agency, re- 
gardless of the employee’s duties, responsibilities or functions. The “fourth category” 
of prohibited sources in the OGE regulations (which corresponds to the second, sepa- 
rate category in the statute, 5 U.S.C. § 7353(a)(2)), however, is not merely a repeti- 
tious statement of, or another, agency-wide limitation, but rather is intended to be 
a restriction which is personal for the particular public official in question, and is 
dependant upon the incumbent’s official authority, powers and duties. 

Thus, an entity such as a research laboratory and treatment facility which re- 
ceives grants from a federal agency and has a continuing relationship with that 
agency ,21 would be a “prohibited source” of “gifts” generally for every officer and em- 
ployee in the agency under one of the first three regulatory categories of prohibited 
sources (those seeking action from, doing business with, or regulated by the agency). 
However, that laboratory would also be a “prohibited source” under the fourth cat- 
egory of the regulations, and thus a “prohibited source” even of “awards,” only if 
the particular officer in question were in a position to exercise governmental author- 


I'OGE Opinion 83 x 11, July 26, 1983. 

!* “Analysis of Ethics and Related Issues Concerning the Receipt of Lecture Awards by Na- 
tional Institutes of Health Employees,” 2-3, July 11, 2003. 

i«/d. at 3. 

20 OGE Opinion 94 x 5, February 7, 1994. 

21 In the facts provided by the Committee, one grantee facility which gave the agency Director 
a several thousand dollar “lecture award,” the Arizona Cancer Center of the University of Ari- 
zona, advertizes itself as a “National Cancer Institute-Designated Comprehensive Cancer Cen- 
ter” (http://www.azcc.arizona.edu). In the relevant time period, in Fiscal Year 1999, for example, 
the University of Arizona received grants from the National Cancer Institute in the amount of 
$22,193,000, and contracts in the amount of $237,000; and in Fiscal Year 2000 received grants 
from NCI in the amount of $25,249,000 and contracts in the amount of $486,000. Fact Book, 
National Cancer Institute, 1999, at E-12; Fact Book, National Cancer Institute, 2000, at E-11. 
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ity which could substantially affect the interests of that grantee .22 Clearly, a labora- 
tory/facility which is a “grantee” of a particular agency may be a “prohibited source” 
for general “gifts” for every officer and employee of the agency (merely because of 
the laboratory’s status as an agency “grantee”) and, at the same time, may also be 
a “prohibited source” for the Director of that agency for an “award,” because the Di- 
rector’s general supervisory, administrative and operating authority relative to all 
of his agency’s decisions may, obviously, have a substantial effect on the interests 
of the laboratory/facility. It is thus the “status” of the position that the intended re- 
cipient holds, and the incumbent’s ability or capacity to exercise governmental au- 
thority affecting the donor entity, that is the relevant measure of the application 
of the fourth “prohibited source” category. 

In further clarification of the phrase used in the regulatory exemption, the Su- 
preme Court of the United States clearly explained that for a particular public offi- 
cial, this “fourth category” of “prohibited sources” in the Office of Government Eth- 
ics regulations, from whom things of value may not be received because the donor 
has “interests that may be substantially affected” by the duties of the official, re- 
lates to those situations where the public official “is in a position to act favorably 
to the giver’s interests,” that is, where the public official has the “capacity to exer- 
cise governmental power or influence in the donor’s favor,” regardless of whether 
there is a particular, identifiable matter immediately before the official.^^ The clause 
in the ethics regulation thus clearly is directed at the powers and responsibilities 
of the office of the incumbent recipient, rather than the immediacy of any particular 
matter and, in the case of a grantee of a federal agency, would obviously be applica- 
ble to the Director of the agency who has final statutory, administrative and oper- 
ational authority over the agency decision-making vitally affecting the interests of 
the donor entity. 

In United States v. Sun-Diamond, the Supreme Court analyzed a prosecution of 
a federal official, the Secretary of Agriculture, under the “illegal gratuities” clause 
of the bribery statute for his receipt of various gifts from business entities which 
could be affected by the exercise of the Secretary’s official duties because they had 
businesses that were regulated by the Department. It should be noted that for a 
number of years, in several federal circuits, so-called “status gifts” were successfully 
prosecuted as “illegal gratuities.”^"* Status gifts were things of value received by an 
official which were given because of that employee’s official position in the Govern- 
ment, that is, given to an officer or employee who “was in a position to benefit” the 
private donor entity. The United States Government in Sun-Diamond argued unsuc- 
cessfully for that specific interpretation in the case of the Secretary of Agriculture: 
The Independent Counsel asserts that “section 201(c)(1)(A) reaches any effort 
to buy favor or generalized goodwill from an official who either has been, is, or 
may at some unknown, specified later time, be in a position to act favorably to 
the giver’s interests.” Brief for United States 22 [Court’s emphasis]. The Solic- 
itor General contends that § 201(c)(1)(A) requires only a showing that a “gift 
was motivated, at least in part, by the recipient’s capacity to exercise govern- 
mental power or influence in the donor’s favor” without necessarily showing that 
it was connected to a particular official act. Brief for United States Dept, of Jus- 
tice as Amicus Curiae 17 [Court’s emphasis].^^ 

The Supreme Court, however, found that for a violation of the “illegal gratuities” 
provision, there must be some particular, identifiable “official act” to which the gift 
is connected.26 The Supreme Court noted in Sun-Diamond that so-called “status 
gifts,” that is, gifts to a federal official which were prohibited “by reason of the re- 
cipient’s mere tenure in office” because they were in a position to act favorably on 
the donor’s behalf,^’ were not necessarily “illegal gratuities,” but rather would come 
within, be regulated by, and would violate the OGE regulations on gifts. Specifically, 


22 Employees in the agency who are in jobs that do not involve the making, evaluation, ap- 
proval, or oversight of grants to that laboratory/facility, nor supervising those who have such 
responsibilities, would still be prohibited from receiving “gifts” from that facility (merely because 
of its status as a grantee of the agency), but would not be prohibited from receiving a bona fide 
award from that laboratory/facility because their particular responsibilities do not affect its in- 
terests. 

United States v. Sun-Diamond Growers of California, 526 U.S. 398, 405-411 (1999). 

24 United States v. Niederberger, 580 F.2d 63, 69 (3rd Cir. 1978), cert, denied, 439 U.S. 980 
(1978)(golfing trips for I.R.S. officer paid for by Gulf Oil Corp. when officer was merely “in a 
position to use his authority in a manner which could affect the gift-giver”); United States u. 
AUessio, 528 F.2d 1079, 1082 (9th Cir. 1976), cert, denied, 426 U.S. 94 (1976)(gift to prison ad- 
ministrator). 

25 526 U.S. at 405-406. 

26 526 U.S. at 406. 

22526 U.S. at 408. 
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the unanimous court found such gifts, that is, things of value given to a public offi- 
cial who has the capacity to act favorably on the donor’s behalf at some time, to 
be gifts which would violate the regulations expressly prohibiting the receipt of gifts 
from anyone who “has interests that may be substantially affected by performance 
or nonperformance of the employee’s official duties:” 

[I]t is interesting to consider the provisions of 5 C.F.R. §2635.202 (1999), issued 
by the Office of Government Ethics . . . The first subsection of that provision, en- 
titled ‘General prohibitions,’ makes unlawful approximately (if not precisely) 
what the Government asserts [the statute] makes unlawful: acceptance of a gift 
“[fjrom a prohibited source” (defined to include any person who “[h]as interests 
that may be substantially affected by performance or nonperformance of the em- 
ployee’s official duties . . . ’ 

The Supreme Court in Sun-Diamond thus explicitly explained that the prohibition 
in the executive branch regulation on accepting gifts from one who “has interests 
that may be substantially affected by the performance or nonperformance of the em- 
ployee’s official duties,” is a prohibition on receiving things of value from private 
sources by a federal official who is merely “in a position to act favorably to the 
giver’s interests,” that is, that the recipient public official has the “capacity to exer- 
cise governmental power or influence in the donor’s favor.” There need not be any 
identifiable, particular governmental matter currently before, or “on the desk of,” 
the official to violate this provision of ethics regulation under the Supreme Court 
explanation. In fact, if there is a particular, identifiable matter involving the donor- 
entity immediately before the Government official who is at the same time receiving 
significant cash “awards” or other gifts from that entity, there may very well be 
more than merely an “ethics” violation of the gift regulation, but rather potential 
felony violations of federal criminal law.^o 
Authority of Agency Director. As a general matter, it is obvious and beyond rea- 
soned argument that a Director of a federal agency has the official capacity and au- 
thority to exercise governmental power or influence which could have a favorable 
or unfavorable impact on the interests of a grantee of that agency, particularly an 
entity with a continuous grantee and certification relationship with that federal 
agency. In fact, under federal law, the Director of the agency in question, the Na- 
tional Cancer Institute, has express administrative control and statutory authority 
over all of the relevant functions of the Institute,^' and thus oversees the grant 
functions, administration and oversight of grantee programs.^^ 

One may not convincingly argue, under either general or conflict-of-interest-spe- 
cific legal principles, that an agency grantee has no interests which may be substan- 
tially affected by the official authority, duties and responsibilities of that agency’s 
Director merely because the Director has “delegated” certain functions regarding 


2^526 U.S. at 411, citing to the gifts regulations at 5 C.F.R. § 2635.203(d)(4). 

29 526 U.S. at 405, 411. 

99 The timing of the offer and receipt of things of value, in relation to a particular official mat- 
ter actually pending before a recipient Government official is a relevant circumstantial consider- 
ation in determining the requisite “intent” needed for an “illegal gratuity,” that is, the intent 
to he rewarded or compensated for a particular official act. United States v. Biaggi, 853 F.2d 
89, 99-100 (2nd Cir. 1988), cert, denied 489 U.S. 1052 (1989), evidence of required intent to re- 
ward may be inferred from the size of gift, and “the nature and sequences of events”; United 
States V. Jennings, 160 F.3d 1006, 1014, 1017-1018 (4th Cir. 1998), (referring to federal bribery 
law at 18 U.S.C. § 201 and similar language at 18 U.S.C. § 666, regarding bribery and gratuities 
in federally funded programs): “Direct evidence of intent is not necessary,” but may be inferred 
from circumstances including timing and sequences of gifts and acts. Note also 18 U.S.C. § 209, 
where donor’s interest in immediate official matter, although clearly not necessary for a viola- 
tion, may arguably provide further evidence of “intent to compensate” and “appearance of a con- 
flict of interest ... sufficient to violate §209.” United States v. Moore, 765 F.Supp. 1251, 1254 
(E.D.Va. 1991). The law at §209 has been described as a conflict of interest statute “in the 
strictest sense,” that is, an “employee does not have to do anything improper in his office to 
violate the statute,” but rather his special status as a government employee “makes an 
unexceptionable act wrongful — wrongful because of the potential dangers in serving two pay- 
masters.” Association of the Bar of the City of New York, Special Committee on the Federal 
Conflict of Interest Laws, Conflict of Interest and Federal Service, at 55-56 (Harvard University 
Press 1960). There may also be other considerations of felony violations when a public official 
actually participates “personally and substantially” in a particular agency matter in which the 
official has his own personal, financial interest. 18 U.S.C. §208. 

3142 U.S.C. §§285a-l, 285a-2. 

32 According to the NCI web-site (http://www3.cancer.gov/mab/hncl.htm), the Office of the Di- 
rector “(1) Serves as the focal point for the National Cancer Program; (2) develops a National 
Cancer Plan and monitors implementation of the plan; (3) directs and coordinates the Institute’s 
programs and activities; and (4) develops and provides policy guidance and staff direction to the 
Institute’s programs in areas such as program coordination, program planning, clinical care and 
administrative management.” 
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grants to subordinate officials. A delegation of authority by a federal official is not 
a divestiture of official authority or responsibility.^^ As noted by the United States 
Court of Appeals, the head of an agency who delegated authority to a subordinate 
official “did not, however, divest . . . himself of the power to exercise his authority or 
relieve him of his responsibility for action taken pursuant to the delegation.” In 
fact, the Supreme Court has found that an official may not administratively divest 
himself of statutory authority.^^ 

A superior thus clearly has “official responsibility” for, as well as “official author- 
ity” over, the actions of those subordinate officials in the chain of authority and com- 
mand in his federal agency.^® The assignment, review, oversight, and supervision of 
official actions of subordinate employees, as well as the express authority retained 
by that official to direct the overall functions and programs of the agency, are all 
among the official responsibilities and duties of a federal officer such as an agency 
Director. In explaining the conflict of interest principles in the concept of the “offi- 
cial responsihilities” of a federal officer, Professor Manning expressly noted that: 
“[T]he head of a department or agency would have “under his official responsihility” 
all matters in the department or agency.” 

It should be emphasized that there is not a requirement under the gifts prohibi- 
tion/“award” restriction that the recipient official must actually participate “person- 
ally and substantially” in any current governmental matter affecting the donor/ 
grantee for the prohibition on awards to apply, as there is under several criminal 
conflict of interest laws.^* As noted, the restrictions on awards from interested par- 
ties is concerned, for obvious ethical and conflict of interest reasons, with the power 
to exercise governmental authority in the donor’s favor, that is, it is concerned with 
the status of the recipient official vis-a-vis the donor, and not with whether such 
authority is actually exercised in a particular, identifiable matter. Like many con- 
flict of interest rules, this regulation does not require actual corruption, loss by the 
Government, or wrongful official acts, but rather is preventative and prophylactic 
in nature, and thus is, as the Supreme Court noted concerning another conflict of 
interest law, “directed not only at dishonor, but also at conduct that tempts dis- 
honor.” 3® Under the relevant legal and administrative interpretations of, and the 
plain meaning of the language employed in the gifts/“award” limitations, therefore, 
an entity such as a cancer research and treatment facility which has a continuing 
grant and certification relationship with a federal agency such as the National Can- 
cer Institute, clearly has interests that may be substantially affected by the actual, 
statutory operational, administrative and supervisory duties, responsibilities and 
authorities of the Director of that agency, and may thus not be a source of cash 
“awards” to that Director. 


summary/conclusion 

1. A federal official in the executive branch may not, under federal ethics regula- 
tions, receive a cash “award” or “prize,” even a “bona fide award,” from a donor 


^^Skokomish Indian Tribe v. General Services Administration, 587 F.2d 428, 432 (9th Cir. 
1978). 

^Skokomish Indian Tribe, supra at 432. For conflict of interest purposes it may be noted that 
the act, decision and discretion of delegating certain authority or not delegating authority, to 
whom such authority is delegated, and the nature — reviewability, timing, extent — of such dele- 
gation may involve, in themselves, the exercises of official duties that may substantially affect 
a grantee. 

^^NLRB V. Duval Jewelry Company, 357 U.S. 1, 7-8 (1958); Equal Employment Opportunity 
Commission v. Exchange Security Bank, 529 F.2d 1214, 1218-19 (5th Cir. 1976). 

^^See, for example, definition of “official responsibility” for purposes of certain criminal conflict 
of interest laws as including “direct administrative or operating authority, whether intermediate 
or final, and either exercisable alone or with others, and either personally or through subordi- 
nates, to approve, disapprove, or otherwise direct Government action.” 18 U.S.C. § 202(b). Em- 
phasis added. 

Bayless Manning, Federal Conflict of Interest Law, at 207-208 (Harvard University Press 
1964). 

38 While not requiring “personal and substantial” participation in a particular governmental 
matter affecting the donor to incur the prohibition on “awards,” even that much stricter criminal 
standard of responsibility and duties would not, as discussed by Roswell Perkins, “create a loop- 
hole for the lazy executive in the chain of command who may not have bothered to dig into the 
substance” of a particular matter. Roswell Perkins, “The New Federal Conflict of Interest Law,” 
76 Harvard Law Review 1113, 1128 (1963). 

United States v. Mississippi Valley Generating Co., 364 U.S. 520, 549 (1960). The language 
of the regulatory limitation prohibiting an “award” when the donor entity has interests that 
“may be” influenced by the official duties of the recipient indicates a focus on potential perform- 
ance or influence. The Supreme Court noted in another ethics context, that the Government “ap- 
propriately enacts prophylactic rules that are intended to prevent even the appearance of wrong- 
doing. . .” Crandon v. United States, 494 U.S. 152, 164 (1990). 
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which has interests that may be substantially affected by the performance or 
nonperformance of the official’s governmental duties."*'' 

2. An entity is not a “disinterested” nor “detached” source, and specifically has inter- 

ests that “may be” substantially affected by the performance or nonperformance 
of the official duties of a federal officer when that officer is “in a position to act 
favorably to the giver’s interests,” that is, when he has the “capacity to exercise 
governmental power or influence in the donor’s favor.”"*' 

3. The Director of a federal agency has the official authority, responsibility and duty 

to direct, oversee, manage and supervise the agency decisions regarding the 
making of grants and the continued certification of certain grantee entities, may 
not divest himself of such authority and responsibility by way of delegation, and 
thus, obviously, has significant federal authority, power, capacity and official re- 
sponsibilities that may substantially affect the interests of such a grantee of 
that agency."*^ 

4. The federal gift restrictions, therefore, prohibit the Director of a federal agency 

such as the National Cancer Institute from personally enriching himself by ac- 
cepting large cash “awards” or “prizes” from grantees of his own agency. 

Mr. Greenwood. We thank you very much, Mr. Maskell. 

Dr. Varmus. 


TESTIMONY OF HAROLD VARMUS 

Mr. Varmus. Thank you, Mr. Greenwood. Thank you and your 
colleagues for holding this hearing and giving me an opportunity 
to speak. I agree with you that if there are concerns about ethics 
practices of the NIH that the vit unshanum on those practices will 
be useful to maintain the integrity and utility of the NIH. 

I have been asked to speak about some historical matters so I 
will be addressing some of the questions Ms. DeGette raised in her 
opening statement and not the specific cases that you mentioned 
in your opening comments, Mr. Chairman. 

What I would like to do is give you a brief historical review of 
the situation, comment a bit on the evolution of views about man- 
agement of conflict of interest and ethics matters, and comment on 
the current status of issues at the NIH. 

My current opinions are based on three phases of my career. 
First, as a faculty member at the university of California during 
the 1970’s and 1980’s; second, as Director of the NIH from 1993 to 
1999; and, finally, in my current capacity as the head of an aca- 
demic health center in New York. 

Some brief history. During the 1970’s and 1980’s biomedical re- 
search was profoundly transformed by the birth of the bio- 
technology industry. This enterprise, as you know, has generated 
some remarkable products, hepatitis B vaccines, human insulin, 
hormones that we use to protect patients undergoing chemo- 
therapy, major advances the public welcomes. 

The growth of this industry was also remarkable because it de- 
pended heavily on an unusually intimate relationship between in- 
dustry and the nonprofit sector, especially scientists and academic 


■*0 5 U.S.C. § 7353(a)(2); 5 C.F.R. §§2635.202, 2635.203(d), 2635.204(d). 

‘^^United States v. Sun-Diamond Growers of California, 526 U.S. 398, 405-411 (1999); 8 Op. 
O.L.C. 143, 144 (1984); OGE Advisory Opinions Nos. 83 x 11 (July 26, 1983), and 92 x 7 (Feb- 
ruary 26, 1992). There need not be a particular identifiable matter before or “on the desk of’ 
the official for the regulation to apply, and if there is such an official matter immediately before 
the officer while he is receiving things of value, gifts and cash from that entity, then other, more 
serious criminal violations may be implicated. 

42 42 U.S.C. §§285a-l, 285a-2. NLRB v. Duval Jewelry Company, 357 U.S. 1, 7-8 (1958); 
Skokomish Indian Tribe v. General Services Administration, 587 F.2d 428 (9th Cir. 1978). An 
official need not have “personal and substantial” participation in a particular matter for the reg- 
ulation to apply (Compare to 18 U.S.C. §208). 
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institutions. These scientists are largely supported by Federal 
funds. They are often in State universities, receive public salaries. 
They are nearly always beneficiaries of Federal research grants. 

They were not simply the authors of information that was used 
by the biotech industry. They were also intimately involved in the 
development of that industry as founders, consultants, board mem- 
bers, collaborators, and the source of newly trained employees. 

Now, in that period there was no uniformity of practice with re- 
spect to how academic institutions managed the many potential 
conflicts and outside activities conducted by their employees. Gov- 
ernment scientists, especially those working as bench scientists in 
the intramural program of the NIH were subject to much more se- 
vere limitations. 

Despite the fact that they are neither regulators of non-Govern- 
ment research nor responsible as bench scientists in the intramural 
program for awarding grants and contracts in distinction to sci- 
entists of the NIH who work in the extramural program that 
awards grants and contracts. 

In fact, you could argue that Government scientists in the intra- 
mural program have position descriptions very similar to those of 
academic scientists at universities and health centers. 

Now, when I came to the NIH as director in the fall of 1993, it 
was quite clear from a number of sources that the intramural re- 
search program was held in relatively low esteem by outside sci- 
entists and morale was low. That is well documented by a long ar- 
ticle that appeared in Science Magazine in August 1993 and other 
pieces of evidence that included the inability to recruit scientists 
from the outside. Nearly all recruits were people who had been 
trained within the NIH, and it was also apparent from the well- 
documented loss of many of the most prominent scientists at the 
NIH to academic or industrial sectors. 

This was not simply due, in my view, to the restrictions on out- 
side activity interactions but that certainly was a component, both 
the limitations on industrial interactions and restrictions on other 
outside activities including bans and honoraria and so forth. One 
of the things that I did when I came to the NIH was to try to re- 
store the NIH, especially the intramural program, to its former 
high regard. 

We brought together a distinguished group, our own Blue Ribbon 
Panel, to look at issues of management, evaluation procedures, fa- 
cilities. 

Then in 1995 when we were advised by the Office of Government 
Ethics that NIH had dramatically improved its oversight of outside 
activities which had been critically reviewed several years earlier, 
and that we were advised that NIH had come into compliance with 
less restrictive policies employed by other Federal agencies, I lifted 
the restrictions as another step toward making the NIH intramural 
program more welcoming to outside scientists. 

Included in that lifting of restrictions was the explicit directive 
that all outside activities would be carefully reviewed by ethics offi- 
cers to ensure they did not interfere with the conduct of official du- 
ties. 

Later I also sought permission from the Department to expand 
the use of alternative pay scales, again as part of a multi-factored 
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approach to improving the intramural research programs assigned 
to equality. 

I believe that in the aggregate those steps have been successful. 
The intramural program does have the very high regard in these 
scientific communities that it had 20 years ago. It competes effec- 
tively with academic institutions for outstanding job candidates at 
the junior level. Many of its current leaders have been brought to 
the NIH in the last decade in the extramural community. 

It is difficult to know how much to ascribe that to changes in 
compensation, policies governing outside activities, to new build- 
ings, to the altered reputation itself, or to improved management 
practices. But to give you one example, the vaccine research center, 
a brand new entity on the campus, has successfully recruited 10 
new outstanding staff to conduct research in the pursuit of an 
AIDS vaccine and the director of the vaccine research center ad- 
vises me that if he did not have the salary capabilities conferred 
by Title 42 and the ability to offer the possibility of outside activi- 
ties, that he would have had a very difficult time in making those 
recruitments. 

There have been many changes in the approach that the extra- 
mural community has made; that is, the academic community has 
made to issues of outside activities over the last 4V2 years since I 
left the NIH. A number of important cases and meetings have 
brought to the attention of this community the need for clear defi- 
nitions of what conflicts of interest are when they pertain to indi- 
viduals and institutions. 

More attention has been given to conflicts of commitment; that 
is, situations in which excessive reimbursement or unusual 
amounts of time given to an outside activity may deflect attention 
to the prime interest of an academic scientist. We are paying more 
attention to appearance of conflict of interest. Complicated cases 
are now reviewed by conflict of interest committees composed of 
scientists, administrators, lawyers, and many informed lay persons. 

I have testified, of course, to Dr. Zerhouni’s Blue Ribbon Panel. 
I agree largely with the recommendations the Blue Ribbon Panel 
has made. I have emphasized the continued importance of allowing 
participation in outside activities including consulting for industry 
to maintain the vibrancy of the intramural research program to en- 
sure that the talents of its members are fully utilized for the ben- 
efit of society, and to provide the tools necessary for effective re- 
cruitment and retention of outstanding scientists. 

I have also argued in contrast to the policies we have put in 
place in the mid-1990’s that rules of engagement now need to be 
more explicit, more restrictive. We have learned something over the 
last several years. Some reasonable limits in the number of hours 
devoted to and the amount of compensation received from an out- 
side activity. 

I have suggested that senior personnel such as institute and cen- 
ter directors who are responsible for the award of grants in the de- 
velopment of programs be barred from certain activities. I have ap- 
plauded Dr. Zerhouni’s creation of his trans-NIH committee, the so- 
called DEAC. I commend him for trying to enlarge the group of in- 
tramural scientists who must provide full general disclosure. I be- 
lieve in disclosure. 
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Final actions by the Director of NIH on these and other matters 
addressed in the panel’s report should take into consideration your 
deliberations here, public comments on the report, the views of 
NIH employees and others. I appreciate the efforts you are making, 
Mr. Chairman, to study these complex issues and I will be pleased 
to respond to any questions you might have. Thank you for indulg- 
ing me with my slightly overlong presentation. 

[The prepared statement of Harold Varmus follows:] 

Prepared Statement of Harold Varmus, President, Memorial Sloan- 
Kettering Cancer Center 

Mr. Chairman and Members of the Committee: Thank you for an opportunity to 
speak with you about rules governing the outside activities of scientists employed 
by the National Institutes of Health (NIH) and about my views of the recommenda- 
tions recently made to the NIH Director by the panel he established to review prac- 
tices related to conflicts of interest. I welcome the public discussion of these topics, 
because the NIH is of such importance to the future of biomedical research and 
health care, and the conduct and management of its research program are therefore 
matters of general concern. 

My current opinions about the complex issues being addressed at your hearing 
today are based on my experiences in three phases of my career — first, as a faculty 
member at the University of California, San Francisco, Medical School from 1971 
to 1993; second, as the Director of the NIH, from 1993 to the end of 1999; and, 
third, as the current head of the Memorial Sloan-Kettering Cancer Center (MSKCC) 
in New York City. Each of these phases offered lessons that are pertinent to our 
important discussion here today. 

Phase 1: Birth of the biotechnology industry 

It helps to begin with some history. During the 1970’s and 1980’s, biomedical re- 
search was transformed by advances in molecular biology and genetics that led to 
the development of recombinant DNA technology. Once the government and the sci- 
entific community reached agreement about reasonable means to monitor the safety 
of these new methods, an industry based on them — the biotechnology industry — was 
born and grew rapidly, especially in the Bay Area, where I was working. Soon this 
new enterprise generated and began to manufacture some of its now numerous 
products — such as human insulin, hepatitis B virus vaccine, and hormones that pro- 
tect the bone marrow after cancer chemotherapy — major advances in health care 
that help to justify to the public the major investment that our country has made 
in basic biomedical sciences. 

The growth of the biotechnology industry was also remarkable because it de- 
pended heavily on an unusually intimate relationship between the industry and the 
non-profit sector, especially scientists in academic institutions. These academic sci- 
entists, largely supported by public funds (often salaried by state universities and 
nearly always beneficiaries of Federal research grants), were not only the authors 
of the published knowledge on which the biotechnology industry was built; they 
were also the founders, the consultants, the board members, the collaborators, and 
the sources of newly trained employees for the companies. Different academic insti- 
tutions displayed a wide range of attitudes towards these activities, without con- 
sensus on the nature or seriousness of any potential conflicts and often without 
clear guidelines for preventing or governing them. 

One indisputable feature of this change was the enhanced fertility and frequency 
of relationships between the academic and industrial sectors. In contrast, govern- 
ment scientists, such as those working in the intramural program (IRP) of the Na- 
tional Institutes of Health, were more likely to be subject to limitations to their par- 
ticipation in these productive and interesting interactions, despite the fact that they 
were neither regulators of non-government research nor responsible for awarding 
grants and contracts. In fact, in most ways, the government scientists in the IRP 
could be viewed as having position descriptions very similar to those of academic 
scientists at universities, health centers, and research institutes: to perform not-for- 
profit research, largely with public funds, with the intention that the findings will 
be useful for the control of disease. (The major differences between IRP and aca- 
demic scientists are related to funding mechanisms, review procedures, and the 
speed of the IRP’s response to new health threats.) 
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Phase 2: Strengthening the NIH IRP 

The governmental restrictions, however, on industrial interactions and other “out- 
side activities” (such as bans on honoraria for speaking, editing, and writing), com- 
bined with less generous salary scales and many concerns about the management 
of research activities in the Federal agency, contributed to the relatively low esteem 
in which the IRP was held by outside scientists and to the low morale in the pro- 
gram when I arrived at the NIH as Director in the fall of 1993. Worrisome con- 
sequences of these attitudes included ineffective recruiting of new staff from the ex- 
ternal scientific community (it was reported that 70% of recently recruited staff had 
been trained in NIH laboratories) and the recent loss of some of NIH’s most promi- 
nent scientists to the academic or industrial sectors. (Some of these issues are dis- 
cussed in a lengthy news article that appeared in Science magazine in August, 1993; 
J.Cohen, “Is NIH’s Crown Jewel Losing Luster,” Science 261: 1120, 1993.) 

As a proud product of the NIH intramural training program in the late 1960’s, 
when it was considered to be in an extraordinarily productive phase, I was intent 
on trying to return the IRP to its earlier stature in my new position. To achieve 
this, my colleagues and I energetically and successfully followed the recommenda- 
tions made by a panel of distinguished investigators that we convened to address 
concerns about management, evaluation procedures, and facilities in the IRP (Re- 
port of the External Advisory Committee of the Director’s Advisory Committee and 
Implementation Plan and Progress Report, November 17, 1994). I sought permission 
from the DHHS, again successfully, to expand the use of alternative pay scales, in- 
cluding the Senior Biomedical Research Series, and alternative hiring authorities, 
such as Titles 38 and 42. When advised by the Office of Government Ethics in 1995 
that NIH had dramatically improved its oversight of outside activities, following a 
critical appraisal in 1991, and should come into compliance with the less restrictive 
policies employed at other Federal agencies, I lifted the restrictions as another step 
towards making the NIH IRP more welcoming to outstanding scientists, with the 
explicit understanding that all outside activities would be carefully reviewed by eth- 
ics officers to insure that they did not interfere with the conduct of official duties. 

In my estimation — and, I believe, in the estimation of most of the scientific com- 
munity — the IRP has largely regained its stature and its productivity. It competes 
effectively with academic institutions for outstanding job candidates at the junior 
level, and many of its current leaders have been brought to the NIH campus in the 
past decade from the extramural community. It is difficult, of course, to know how 
much to attribute the improved status of the IRP to changes in compensation, poli- 
cies governing outside activities, new buildings, altered reputation, or improved 
management practices. But, to offer one example, the Director of the new Vaccine 
Research Center (VRC) has told me that he would have been unable to recruit most 
of the seven junior and three senior scientists he has hired at the VRC since his 
arrival in 1999 if he did not have Title 42 authorities to offer salaries competitive 
with those provided at outside institutions; furthermore, while his new staff mem- 
bers fully understand the need for careful review of their outside activities for con- 
flicts of interest and commitment, they would have been discouraged from coming 
to the NIH if it were considered unethical to use their general knowledge to advance 
the practical use of new information by consulting for industry. 

Phase 3: Growing sophistication of approaches to outside activities 

During the nearly four and a half years since I left the NIH for MSKCC, I have 
closely observed and participated in the evolution of attitudes at academic health 
centers towards outside activities, particularly those that involve the for-profit, in- 
dustrial sector. In view of the dangers posed by conflicts of interest in clinical re- 
search, many academic health centers — acting alone and through their associa- 
tions — have re-examined their rules for the conduct of clinical research. They have 
also sought clear definitions of conflicts of interest that affect individual investiga- 
tors or entire institutions, and they have applied them to the conduct of basic lab- 
oratory research as well as clinical research. As a by-product of these deliberations, 
more attention is now also given to the conflicts of commitment that result from the 
devotion of relatively extensive time to, or the receipt of relatively generous reim- 
bursement from, an outside activity. Furthermore, academic institutions increas- 
ingly appreciate the importance of even the appearance of conflicts of interest or 
commitment, since a perceived potential for conflict can undermine public confidence 
in medical research. 

Importantly, the accumulated experience with a wide variety of outside activities 
undertaken by employees at many non-profit research institutions indicates that 
complicated cases are generally uncommon, but difficult to judge by a simple rule 
book. For this reason, many academic centers, including our own at MSKCC, have 
established conflict of interest committees, composed of scientists, administrators. 
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lawyers, and informed laypersons, to review unusual and complex situations on a 
case-by-case basis and make recommendations to institutional leaders for the man- 
agement of those cases. 

Advice to the Blue Ribbon Panel 

These more sophisticated approaches to management of outside activities in aca- 
demia should also be applied to the NIH IRP, as I maintained when I testified be- 
fore the Blue Ribbon Panel that Elias Zerhouni, Director of the NIH, recently as- 
sembled to advise him about conflict of interest policies. More specifically, I empha- 
sized the continued importance of outside activities, including consulting for indus- 
try, to maintain the vibrancy of the IRP, to ensure that the talents of its members 
are fully utilized for the benefit of society, and to provide the tools necessary for 
effective recruitment and retention of outstanding scientists. I also argued that 
rules of engagement need to be more explicit and frequently revisited — and revised 
if necessary — while remaining consistent with the cardinal principle of non-inter- 
ference with the performance of official duties. I applauded Dr. Zerhouni’s creation 
of a trans-NIH conflict of interest committee and his already successful efforts to 
enlarge the group of IRP scientists required to provide full public disclosure, not just 
internal disclosure, of their compensated outside activities. I also argued that some 
reasonable limits should be placed on the number of hours devoted to and/or the 
amount of compensation received from an outside activity. Finally I recommended 
that senior NIH personnel, such as Institute and Center Directors, who are respon- 
sible for the award of grants or the development of extramural programs and who 
are unable to recuse themselves in favor of an appropriate superior should not be 
permitted to engage in outside activities involving potential or actual beneficiaries. 
(I also proposed some of these policy changes in written testimony submitted to the 
Labor-HHS Subcommittee of the Senate Appropriations Committee on January 15, 
2004.) 

In general, I agree with the Blue Rihbon Panel’s recommendations, as presented 
to your Committee last week by Bruce Alberts and Norman Augustine, with a few 
qualifications. I believe that exclusion of senior Institute and Center personnel from 
consulting for industry or academia should be based on function (namely, formula- 
tion or funding of extramural programs as opposed to direction of intramural re- 
search), rather than seniority or title. I also believe that exemptions should be per- 
mitted from the ban on reimbursement with equities if reviewed favorably by the 
trans-NIH conflict of interest committee. Final actions by the NIH Director on these 
and other matters addressed in the Panel’s report should take into consideration 
public comments on the report, the views of NIH employees and grantees, and the 
opinions formed by this Committee and the Congress as a consequence of these 
hearings. 

I appreciate the efforts you and your colleagues are making, Mr. Chairman, to 
study these complex issues by holding this series of hearings. Your actions and 
views can have important consequences for one of the world’s most esteemed re- 
search organizations. 

I would now be pleased to respond to any questions you might have. 

Mr. Greenwood. That is quite all right. Thank you, Dr. Varmus. 

The Chair would recognize the Chair of the full committee, Mr. 
Barton, for purposes of inquiry for 10 minutes. 

Chairman Barton. Thank you, Mr. Chairman. I may not have 
10 minutes of questions but I do have a few. I want to start with 
Ms. Glynn. On page 4 of your testimony you say, and I am quoting 
from it, “It would be somewhat peculiar to say that the agency had 
and other senior management essentially may never receive an 
award from anyone involved with the agency.” Well, I am not sure 
I think that is so peculiar so why would it be peculiar if we just 
had a blanket categorization that you couldn’t receive a cash 
award? 

Ms. Glynn. I think you have to remember that the rule we are 
talking about, the one promulgated by my office, is an executive 
branch-wide rule so it would have similar applicability at DOD, for 
example, and NIH. We are very concerned when we promulgate 
these rules that we don’t go overboard while trying to address the 
issues that are present at one particular agency. 
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For example, at DOD you would have to assume that virtually 
every company in the country would be a prohibited source for Sec- 
retary Rumfeld to receive an award from because virtually every 
major corporation in the country 

Chairman Barton. I may be misinterpreting your testimony but 
I am talking about cash awards. I am not talking about getting a 
plaque for good guy of the year. 

Ms. Glynn. That is right, sir. 

Chairman Barton. Where there is a cash stipend that goes with 
it. 

Ms. Glynn. Yes, sir. I understand that. That is the reason we 
came up with this test that affords at least a small modicum of 
flexibility. Frankly, I would say, for example, in the DOD example 
I just gave there is no way that Secretary Rumfeld would ever be 
approved to accept an award from Northrup Grumman or Lockheed 
Martin. But by contrast. Coca Cola or Disney does do business with 
DOD and they might conclude that any matters involving Coca 
Cola or Disney is far removed from any of the work that he would 
do. 

Chairman Barton. I am checking with the House Ethics Com- 
mittee and the Congressional Research but I am not aware that a 
Member of Congress while he or she is in Congress can receive any 
kind of a cash award. It is just not done and there are 435 of us 
so there are 434 watchdogs. At least whatever the other party is, 
you know they are going to watch us like a hawk and we watch 
them. 

Ms. Glynn. Sure. The President in an executive order has issued 
an outside earned income ban for all Presidential appointees. But 
one exception to that ban is our regulation that allows these bona 
fide awards. Once again, I think the head of NIH, if he were eligi- 
ble to receive a Nobel prize would probably not want to have to 
turn that prize down even though it involves a cash award. 

Chairman Barton. Well, not just in NIH and FDA but Govern- 
ment-wide how many Federal employees each year either receive or 
are offered cash awards? Are we talking about hundreds, thou- 
sands, tens of thousands? 

Ms. Glynn. We have no data on that, but I’ll be honest, with my 
informal discussions with agency ethics officials in preparation for 
this hearing, awards at other agencies are infrequent. 

Chairman Barton. Infrequent? 

Ms. Glynn. Yes, sir. 

Chairman Barton. Could you ask your staff to compile whatever 
inquiries you have — is it a requirement that if one is offered a cash 
reward, they have to touch base with your department? 

Ms. Glynn. No, it is not a requirement but we certainly could 
do a sort of informal survey of major agencies. 

Chairman Barton. Should it be a requirement? Should we re- 
quire by statute that any Federal employee that is offered a cash 
award has to have it cleared by your office or some office? 

Ms. Glynn. I hate to invite that little bit of extra work. Maybe 
perhaps for a certain level of employee; I am not sure that I would 
want every GS-9 who gets offered a cash award to have to clear 
it through our office. 
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Chairman Barton. So under current statute someone — there is 
no requirement that any person offered a cash award touch base 
with your group? 

Ms. Glynn. No, sir. 

Chairman Barton. So it is all voluntary? 

Ms. Glynn. They have an ethics official. Remember the ethics 
program is a decentralized program so there is a designated ethics 
official at every agency. That person would normally be involved in 
the approval of such awards. 

Chairman Barton. But do they 

Ms. Glynn. They are not required to consult with us, though. 

Chairman Barton. So yours is purely 

Ms. Glynn. Anecdotal evidence. 

Chairman Barton, [continuing] a service that is available if they 
want to use it. 

Ms. Glynn. Yes. 

Chairman Barton. It is not mandatory. 

Ms. Glynn. Yes, sir. 

Chairman Barton. Okay. Now, Mr. Swindell, you are the person, 
I believe, that on Dr. Clausner’s request to receive the award from 
the University of Pittsburgh, you are the one that said that was 
okay. Is that right or wrong? 

Mr. Swindell. Yes, sir. I am the one that signed that approval 
and it is not a decision that I look back on with fondness or pride. 

Chairman Barton. Okay. 

Mr. Swindell. I think the situation was one where I relied too 
uncritically on the direction and information provided to me by 
General Counsel Rabb at that time. In that regard, let me provide 
some background of how we had to operate back in that prior ad- 
ministration. 

We and other attorneys in the Office of General Counsel at that 
time had been specifically instructed to provide advice and evaluate 
issues based on whether any reasonable argument could be made 
that a particular course of action was legally supportable. The view 
was that the decisionmakers, the political appointees and other 
senior officials were to be responsible and accountable themselves 
for the choices that they made. To say no to anything the lawyers 
would have to demonstrate that was the only real possible answer. 

Chairman Barton. Now, wait a minute. That is the political 
guidance that came to you or that is your 

Mr. Swindell. I will read to you, Mr. Chairman, a copy of a note 
to a file that I wrote 10 years ago in 1994. I was a staff attorney 
in the Ethics Division at that time. I provided the committee a copy 
of the note. If you will permit me to quote from it because I think 
it is pretty interesting. 

Chairman Barton. These are your words? 

Mr. Swindell. These are my words written to a note to the file 
in 1994. 

Chairman Barton. Okay. 

Mr. Swindell. This is 3 years before the Clausner award. It 
said. My supervisor indicated to me that the General Counsel in- 
structed him to confine ethics advice to purely legal answers. We 
are no longer to provide observations about the wisdom of par- 
ticular actions or policy or how things may appear on the front 
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page of the Washington Post or possible political ramifications of 
options. 

These matters are for policymakers. The General Counsel does 
not desire career objective view as a check on official actions. We 
are to decide only if there is a legal objection, i.e., whether the ac- 
tion or option is legally supportable under the law and regulations. 

My supervisor, in turn, instructed me to carry out the General 
Counsel’s wishes. He said that he had written a note to the file to 
document this instruction and advised me to do the same. There 
may arise situations where when we comply with these instruc- 
tions and are prevented from providing full counsel 

Chairman Barton. I have the gist of it. So what you are basi- 
cally saying is as long as at some point in the past you have writ- 
ten a note to the file to cover your bottom, it is okay. Whatever the 
guys on top tell you to do, you are going to find a way to do. 

Mr. Swindell. Well, essentially 

Chairman Barton. Tell us your title at HHS right now. 

Mr. Swindell. It is Associate General Counsel. 

Chairman Barton. For what? 

Mr. Swindell. For ethics. 

Chairman Barton. For ethics? 

Mr. Swindell. That is right. I can assure you that we do not op- 
erate under this type of advice under the current administration. 

Chairman Barton. And what was your title in 1994? 

Mr. Swindell. I was a staff attorney in the ethics division. 

Chairman Barton. For ethics. 

Mr. Swindell. Yes, sir. 

Chairman Barton. Okay. 

Mr. Swindell. The problem is 

Chairman Barton. So, as I understand that note, though, the di- 
rection is even though you are in the ethics division, you are not 
supposed to use any ethics. You are supposed to use your legal 
training to render the decision that the political higher ups ask you 
to render. 

Mr. Swindell. It is a fair criticism to render the precise answer 
and allow the individual to take the risk of the appearance. 

Chairman Barton. Okay. Does an associate general counsel or 
an assistant general counsel in HHS and ethics, is it ever ethical 
to just resign or to say, “I can’t do that,” and give you what my 
real opinion is? 

Mr. Swindell. Well, there was a restrain on us. I checked my 
bar rules to make sure. The bar rules require lawyers to provide 
counsel on ethics, political, social, and so forth. They also say the 
client waive those. 

Chairman Barton. Do you view the job of the Ethics Division as 
a watchdog for the integrity of the American people or as a lapdog 
for whoever the superiors happen to be at the time? That is a seri- 
ous question. 

Mr. Swindell. It is a very serious question. Unfortunately, I do 
not view it the bad way. I view it as we want to do the right thing. 
I have devoted a dozen years of my career to working on ethics. I 
was very concerned about the restraints on us. I kept being reas- 
sured that the officials would be responsible for the risk of their as- 
sessment of what people think about them. 
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Chairman Barton. My time has expired. I want to ask a ques- 
tion of Dr. Varmus very quickly. 

You were an NIH director in the mid-1990’s and my briefing 
book says you are the one that made the decision to life the restric- 
tions on consulting at NIH. Is that true? 

Mr. Varmus. Yes. Of course, in consultation with other people. 

Chairman Barton. But it was your ultimate decision. In hind- 
sight do you think the decision you made then, if you had to make 
it today knowing what you know now, would you make the same 
decision? 

Mr. Varmus. As I have indicated, I think we have learned a lot 
about the problems of managing this kind of — these outside activi- 
ties and the difficulties of appearance of conflicts and I would do 
it somewhat differently as I have indicated in my testimony. 

Chairman Barton. Okay. Thank you, Mr. Chairman. 

Mr. Greenwood. If the gentleman will yield, I want to clarify 
one thing. I know he has no time to yield but, Mr. Swindell, you 
said you received those directions from your superior. Would you 
identify your superior? 

Mr. Swindell. My superior at that time, his name was Jack 
Kress. 

Mr. Greenwood. Jack Kress with a C or a K? 

Mr. Swindell. K-R-E-S-S. 

Mr. Greenwood. And did Mr. Kress indicate to you what moti- 
vated him to render that advice to you, whether he had been chas- 
tised from someone in a superior position to him or what the gen- 
esis of that was? 

Mr. Swindell. It was my understanding that this came after a 
performance review that he had. In fact, about 6 months 

Mr. Greenwood. And who would have been reviewing his per- 
formance? 

Mr. Swindell. The General Counsel Harriet Rabb. In fact, about 
6 months later my supervisor shared with me a criticism he had 
received from the General Counsel about a memorandum that I 
had drafted for the supervisor’s signature that stated that certain 
conduct would not be prudent. She said that this was our old prob- 
lem of giving opinions about appearances rather than just stating 
legal conclusions backed by law. 

Mr. Greenwood. Did you ever have a sense of what motivated 
Ms. Rabb to do that, whether someone in a superior position to her 
had 

Mr. Swindell. I don’t know. 

Mr. Greenwood. Okay. The gentlelady from Colorado is recog- 
nized for 10 minutes. 

Ms. DeGette. Thank you, Mr. Chairman. Mr. Swindell, you had 
mentioned with the Chairman’s example that that waiver was 
given under the previous administration but the waiver that was 
given to Tom Scully was given under this administration. Correct? 

Mr. Swindell. Are you talking about a conflict of interest? 

Ms. DeGette. Yes, sir. 

Mr. Swindell. Yes, the Scully waiver. 

Ms. DeGette. Right. That was the one on May 12 , 2003. Right? 

Mr. Swindell. I am not sure. 
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Ms. DeGette. Okay. Now, in that situation basically you rec- 
ommended that HHS Secretary Thompson issue a waiver to Tom 
Scully who was the head of CMS — we all know him — so that he 
could negotiate employment with persons having matters before 
Mr. Scully which included lobbyist and law firms with drug compa- 
nies and health care companies as their clients. Is that right? 

Mr. Swindell. Yes, I prepared the document that the Secretary 
signed. 

Ms. DeGette. Now, Mr. Scully told you in his memo, and I am 
quoting, “These entities are likely to have substantial interest in 
matters pending before the Department and Mr. Scully has respon- 
sibility for such particular matters that may affect the financial in- 
terest of the firms with which he may seek employment.” Is that 
correct? 

Mr. Swindell. I will be able to explain in a moment the process. 

Ms. DeGette. Okay. I understood but that is what he said to you 
in his memo. Right? 

Mr. Swindell. I am not sure there was a memo to me. 

Ms. DeGette. Okay. Actually, this is your memo. 

Mr. Swindell. This is my memo to the Secretary. 

Ms. DeGette. Right. So did you write those words? 

Mr. Swindell. If they are in the document I wrote those words. 

Ms. DeGette. Okay. Now 

Mr. Swindell. Actually, a staff attorney prepared it. 

Ms. DeGette. The HHS regulations on post-employment restric- 
tions state that current employees who have begun seeking or ne- 
gotiating for non-Federal employment must recuse themselves from 
participating in any official matter that involves the perspective 
employer including a legislative initiative or policy initiative that 
affects the perspective employer as a member of a defined class. Is 
that right? 

Mr. Swindell. If it is in the document, that is right. 

Ms. DeGette. Now, have you ever given the kind of waiver you 
gave to Mr. Scully to a Senate confirmed official while he was the 
agency lead on a major piece of legislation? 

Mr. Swindell. I don’t know about the specifics about legislation 
but there have been many waivers like that granted in the past in- 
cluding one approved by President Clinton with regard to Donna 
Shalala when she was head of HHS and talking to universities. Of 
course, universities 

Ms. DeGette. Well, but at this time this was right in the middle 
of Mr. Scully’s negotiations with Congress on the Medicare bill, 
right? 

Mr. Swindell. As it turns out 

Ms. DeGette. May 2003. 

Mr. Swindell. I think afterwards that was the case. 

Ms. DeGette. Right. 

Mr. Swindell. By the time he came to me I was not aware of 
what all he was involved in. 

Ms. DeGette. He didn’t tell you he was involved in those? Didn’t 
your memo exactly say that he had substantial interest pending 
before 

Mr. Swindell. That is a presumption that would be the case, 
that there would be industries 
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Ms. DeGette. Now, did anybody tell you to give Mr. Scully this 
waiver? You said before your boss told you. That was your deci- 
sion? 

Mr. Swindell. No. The manner in which we deal with conflicts 
of interest when someone leaves the Government, I will be happy 
to explain the process and why it is important. 

Ms. DeGette. Okay. Briefly, please. 

Mr. Swindell. Section 208 of the criminal statute and some reg- 
ulations require employees to recuse from matters once they start 
talking about employment. 

Ms. DeGette. Right. Did Mr. Scully recuse himself from negoti- 
ating the Medicare bill? 

Mr. Swindell. I don’t know whether he recused from negotiating 
the Medicare bill. The key point is there are some narrow distinc- 
tions in the law itself that talk about two types of matters, the par- 
ticular matters of general applicability and particular matters in- 
volving specific parties. 

The ethics concerns for the particular matters of general applica- 
bility are less than they are for a particular matter involving spe- 
cific parties. The idea is if you are someone like the head of an 
agency and you are talking with someone in the agency that you 
regulate, then you are going to be recused from doing your job to- 
tally. It means that you 

Ms. DeGette. Well, not really. Only if you are looking for an- 
other job and there is a major bill pending before Congress that af- 
fects lots and lots of people to whom you are applying for a new 
job. Right? 

Mr. Swindell. If the same situation was with Donna Schlala, 
the idea is that the agency head, if they start talking with someone 
when they are trying to leave the agency, they will have recusal 
obligations that are very, very extensive and basically can’t do their 
job. 

Ms. DeGette. Okay. Well, I understand but when Donna 
Shalala — I really do understand but here is the thing. Did you then 
as part of your waiver to Mr. Scully say, “Now, don’t negotiate spe- 
cific pieces of legislation with Congress in which these folks may 
have a financial interest.” 

Mr. Swindell. No, because a piece of legislation is a particular 
matter of general applicability which is what the waiver covered. 

Ms. DeGette. So how many times have you given those types of 
waivers to senior government officials like the one to Mr. Scully? 

Mr. Swindell. Well, first of all, they are issued by management, 
not me. These are signed by the Secretary or Assistant Secretary. 

Ms. DeGette. Okay. So it was the Secretary. 

Mr. Swindell. The Secretary approved it. 

Ms. DeGette. Okay. But it was your recommendation? 

Mr. Swindell. Sure. 

Ms. DeGette. Okay. I am sorry. Maybe we will have another 
round and we can explore this further. 

Mr. Swindell. I would be happy to provide the Congress with 
a statement explaining the law. 

Ms. DeGette. That would be super. That would be great. 

Now, Dr. Kington, I actually got all the different statute books 
that had the different ethical rules in it. It seems to me there are 
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lots of ethical rules, Ethics in Government Act, Privacy Act, Free- 
dom of Information Act, the internal NIH rules. Is this causing 
some confusion and angst among your researchers as to what they 
can and can’t do right now? 

Mr. Kington. Fortunately, we have a large staff of attorneys 
mostly who advise us on compliance with the law. There are mul- 
tiple laws involved and it is challenging to get the precise answer. 

Ms. DeGette. Right. I am sure the attorneys love that. I used 
to be an attorney. My question is about the researchers. Are they 
feeling confused about 

Mr. Kington. Certainly now when we are in this period of tran- 
sition, yes. We try to give them as much direction as we possibly 
can given what we know about the law. 

Ms. DeGette. Okay. Dr. Varmus, when you assumed the direc- 
torship of the NIH, did you find that the institutes were populated 
with second-rate scientists? 

Mr. Varmus. There were some, yes. There were many reasons to 
believe the review processes had not been stringent enough. NIH 
had not been able to recruit the best people to come into these staff 
positions. There was much reason to believe based on both con- 
versations and reportage that the NIH intramural program did not 
have the — was not held in the esteem which it was held 10 to 20 
years earlier. 

Ms. DeGette. And do you think that was mainly or solely be- 
cause of the issue of outside compensation? 

Mr. Varmus. As I have indicated in my testimony and in my 
statement, Ms. DeGette, only partly. There are many other reasons 
having to do with management and review processes. It is a com- 
plex situation and we tried to deal with matters across the board. 

Ms. DeGette. And, you know, you probably wouldn’t be sur- 
prised to hear last week in our hearing some of the testimony was 
that the younger scientists, the people doing a lot of the basic re- 
search at NIH right now, and since you came in in the mid 1990’s, 
morale is pretty good now. Also interestingly, most of these re- 
searchers aren’t receiving this outside compensation. Would that 
surprise you? 

Mr. Varmus. That doesn’t surprise me, no. I think the issue is 
not simply whether you are active in that process but whether the 
intramural program scientists who don’t have responsibilities for 
regulation, for making grants, whether they have the opportunities 
that their equals on the outside have. I think it is a simple 
matter 

Ms. DeGette. And it is not so much for them about compensa- 
tion as about research opportunities. Wouldn’t that be fair to say? 

Mr. Varmus. Well, it is a mixture. What kind of atmosphere ob- 
tains the intramural program. Do people feel like they are second- 
class citizens. Do they not have the opportunity even if they don’t 
use it to undertake consultations to carry out outside activities. 

Remember that not all of the outside activities are concerned 
with industrial relations. In many cases this is just a matter of 
honoraria for talks and special publications. When I came to the 
NIH the whole intramural program was called the honorarium ban 
in which matters of writing special kinds of review articles or giv- 
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ing lectures could not be compensated as they were for people on 
the outside. It created an atmosphere 

Ms. DeGette. You know, I have got to say this happens to Mem- 
bers of Confess all the time. I get invited to speak to groups and 
they might invite somebody from private industry or something to 
speak and give them a cash award. When I go, I get a really nice 
placque. We all have rooms full of them. But for me it is the honor 
of going and speaking to the group. I know that someone else from 
a university or somewhere else might be allowed to take a cash 
award. Truly, most of these folks it is about the prestige of the 
event. 

Mr. Varmus. As a former Presidential appointee, I feel your pain 
about not getting awards. 

Ms. DeGette. It is actually not painful for me. 

Mr. Varmus. We have to also recognize that an intramural sci- 
entist is very different from a legislator or very different from 
someone who runs an agency. It creates an atmosphere that people 
don’t find attractive when they are making choices of jobs when 
they can go to a place where the world seems open to them where 
very similar kinds of work are being done at a university labora- 
tory, for example, as opposed to going to the NIH. The NIH is 
just 

Ms. DeGette. I just have one more question because under this 
Blue Ribbon Panel recommendation, the senior appointees at the 
NIH would not be able to accept these kinds of awards as I under- 
stand it. It would just be the more junior researchers who aren’t 
getting them right now. My question is why not make a more 
bright line rule and at least set some pretty clear standards so peo- 
ple wouldn’t be confused about it. 

Mr. Varmus. Because I think we have to distinguish not between 
juniors and seniors. We have to distinguish between those who 
have certain kinds of functions. Every opportunity has a risk and 
I don’t deny that there are risks. That is why we have the NIHEAC 
and why we have rules. I, too, now would argue that it is useful 
to have some guidelines that will prevent conflicts of commitment 
and outright conflicts of interest. I don’t think it is appropriate to 
ban all these activities because they do have utility. It is not dif- 
ficult to imagine someone saying, “Gee, it seems a shame to have 
all these talented people at the NIH who are unable to provide any 
advice.” 

Ms. DeGette. Let us be clear and then I am finished. I appre- 
ciate the Chairman’s indulgence. No one is suggesting that we ban 
all these outside activities. What we are talking about is what we 
do about compensation. We can explore that further. Thank you. 

Mr. Greenwood. If the gentlelady would yield, certainly a CRDA 
is a perfectly acceptable manner by which the scientists at NIH get 
to work collaboratively with private sector scientists to produce ex- 
cellent results for the public for which there is no compensation. 

Mr. Varmus. I agree. 

Mr. Greenwood. I have not come to the point where I am pre- 
pared to say there should be no outside compensation but I think 
it is important to note that even if we did, that would certainly not 
be an impediment to the NIH scientists working collaboratively in 
the private sector for the good of mankind. 
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Ms. DeGette. And reclaiming the time that I don’t have, I con- 
cur with the Chairman which is I am not to the point where I 
think we should ban it but I think there are so many issues here 
and they are very complex that I think it should be a real consider- 
ation. 

Mr. Varmus. And they are concerned. Even those of us who are 
outside of Government now in the academic sector feel this very 
acutely. We have all been revising our rules, changing the way in 
which we monitor our investigators to avoid the same kinds of con- 
flicts you are worried about because, indeed, many of our people 
are supported, almost all of them are supported with public money 
they receive from the NIH and many of them at public institutions 
like State universities have other kinds of public monies. These are 
major concerns. 

Mr. Greenwood. The Chair thanks the gentlelady. The Chair 
would note — first, the Chair would ask unanimous consent that the 
document binder be incorporated into the record. Without objection 
it is. 

The Chair would note that there is a series of votes in process 
right now so we are going to have to recess probably until 12:30. 
We apologize to the witnesses for keeping you that much longer but 
it will take us that long to get through the series of votes and get 
back here. The committee is in recess until 12:30. 

[Whereupon, at 11:37 a.m. the subcommittee recessed to recon- 
vene at 12:37 p.m.] 

Mr. Greenwood. A quorum being present, the hearing will re- 
convene, and the Chair recognizes himself for 10 minutes for pur- 
poses of questions. And I am going to begin with you, Mr. Swindell. 

Your testimony on page 4 states that HHS employees must ad- 
dress the concerns of the many while avoiding the appearance or 
fact of undue influence by the few. Is that correct? 

Mr. Swindell. I don’t have a copy. 

Mr. Greenwood. And you agree that HHS employees attempt to 
accomplish avoiding appearance of undue influence in part through 
legal advice provided by your division, or, if they are political ap- 
pointees, from you as the HHS designated agency ethics official. Is 
that correct? 

Mr. Swindell. Yes, I am. 

Mr. Greenwood. Okay. Well, I didn’t ask you if that is who you 
were. I said, “And you agree that HHS employees attempt to ac- 
complish avoiding the appearance of undue influence in part 
through legal advice provided by your division, or, if they are polit- 
ical appointees, from you as the HHS designated agency ethics offi- 
cial.” 

Mr. Swindell. The HHS Ethics Division — its principal clientele 
are the political appointees. The DECs who run the programs with- 
in the Department do the ethics in those components, and as need- 
ed, and they consult the Ethics Division. 

Mr. Greenwood. Okay. So, for example, in 1996 when Dr. 
Clausner was offered a $30,000 award from the University of Pitts- 
burgh, he sought advice on whether to accept this award. Is that 
correct? 

Mr. Swindell. He came to the General Counsel to seek advice 
about that. 
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Mr. Greenwood. Okay. In 1996, the first time out. 

Mr. Swindell. The first time out. 

Mr. Greenwood. When the answer was no. 

Mr. Swindell. Okay. I was not the head of the office then, hut 
you are right, I do recall. That is right. 

Mr. Greenwood. Okay. And the advice he was given was that 
he could not accept the award, is that right? 

Mr. Swindell. That is correct. 

Mr. Greenwood. Okay. If you go to Tab 10, that binder right in 
front of you there, you will see a memo by the Ethics Advisor at 
the National Cancer Institute, Dr. Maureen Wilson, advising Dr. 
Clausner to decline the award because the University of Pittsburgh 
was a prohibited source. Can you identify that? 

Mr. Swindell. Yes. 

Mr. Greenwood. Okay. Am I characterizing that document cor- 
rectly? 

Mr. Swindell. Correct. 

Mr. Greenwood. It is a memo by Wilson advising Clausner to 
decline the award, because the University of Pittsburgh was a pro- 
hibited source. Okay. 

Do you know who Michele Russell Einhorn is? 

Mr. Swindell. She was an attorney in the Ethics Division at 
that time. 

Mr. Greenwood. Okay. If you go to Tab 12 , you will see Ms. 
Russell-Einhorn sent you an e-mail on October 7, 1996, that in- 
cluded another e-mail. Do you see that? 

Mr. Swindell. Yes. 

Mr. Greenwood. In the message she sent to you and others she 
writes about a phone call with the Office of Government Ethics and 
the OGE which said Dr. Clausner could not accept the award for 
three reasons: an ongoing lawsuit involving Pittsburgh and the Na- 
tional Cancer Institute, a contract dispute between Pittsburgh and 
the National Cancer Institute, and the fact that Pittsburgh is a 
grantee contractor in a cooperative group trial participant funded 
by the NCI. Do you see that? Okay. 

Mr. Swindell. Yes. 

Mr. Greenwood. So you were aware that Ms. Russell-Einhorn 
had consulted the Office of Government Ethics and was told that 
Dr. Clausner could not accept the award from the University of 
Pittsburgh. Is that right? 

Mr. Swindell. I was an addressee among all of the staff mem- 
bers. I was not focusing on NIH issues at that time, but I obviously 
know about this. 

Mr. Greenwood. I didn’t ask you if you were the only one who 
knew about it. I was asking you if you knew about it. 

Mr. Swindell. I would have received the message. I don’t know 
if I would have focused on it at the time. 

Mr. Greenwood. Would you have read it? 

Mr. Swindell. I would assume I would have read it. 

Mr. Greenwood. Okay. In 1997, you were aware about OGE’s 
past advice when the University of Pittsburgh offered the award 
again to Dr. Clausner but this time with a $40,000 cash gift. Is 
that right? 
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Mr. Swindell. Yes, I looked — asked the staff to look and to see 
what had happened. 

Mr. Greenwood. Okay. Did you confer with the Office of Govern- 
ment Ethics regarding the 1997 Pittsburgh award? 

Mr. Swindell. That is something I have tried to think whether 
we did or not. I have a visual impression in my mind that a staff 
member was talking to me about some aspect of the opinion, about 
the reasonably foreseeable language, but no one can indicate that 
we made any — no record that we talked with them. 

Mr. Greenwood. What would be the routine, standard operating 
procedure? 

Mr. Swindell. It varies, depending upon what the issue is, if 
there is confusion. Obviously, when I looked at this, I thought we 
were going in the right direction with the concept about what we 
call a bad prohibited source, something that is — there is really 
something going on precisely at the time, the timing — and, yes, it 
talks about being a grantee, but I am afraid I didn’t really pick up 
on that. 

Mr. Greenwood. I mean, isn’t that a huge red flag? 

Mr. Swindell. If that had been the answer 

Mr. Greenwood. Isn’t the fact that Pittsburgh — the University 
of Pittsburgh was a grantee, isn’t that a gigantic red flag? 

Mr. Swindell. Of course it is. But it is an exception to the gift 
rules for getting gifts from grantees, to get a bona fide award. 

Mr. Greenwood. Right. 

Mr. Swindell. So the concept exists that one could get a bona 
fide award from a prohibited source. This is the crux of the issue 
that the General Counsel and the Acting Director of OGE has now 
given us guidance as to what — how we analyze this. 

You know, trying to think back 7 years and what was in my 
mind with the General Counsel asking — there were about six law- 
yers working on this issue, asking questions, trying to find out 
about what the University of — the Dixon Prize was, its connection 
to the University of Pittsburgh. 

If the answer had been the mere fact that it was a grantee, that 
would have been the end of it from — OGE could have said, “It is 
a grantee; that is the end of it.” So in grappling 

Mr. Greenwood. Why was that difficult to find out? 

Mr. Swindell. It is not difficult to find out. As I said, I am not 
sure whether we called or not. I just don’t have any records that 
we did. 

Mr. Greenwood. Were you aware that Dr. Wilson sent a memo 
dated October 1, 1997, to Dr. Clausner raising concerns about the 
Pittsburgh award? If you look at Tab 22, it might refresh your 
memory. 

Mr. Swindell. I assume she is giving the results of whatever we 
have been finding out about the University of Pittsburgh. 

Mr. Greenwood. Did you talk with her regarding your rec- 
ommendations in the memo? 

Mr. Swindell. I don’t recall. 

Mr. Greenwood. Did you agree with her recommendations? 

Mr. Swindell. I guess the recommendation is that Dr. Clausner 
would have to assure that he didn’t have matters pending in front 
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of him that were consistent with the opinion. So to the extent that 
that is the case, I would agree with it, but 

Mr. Greenwood. So you would agree with her? 

Mr. Swindell. Mr. Chairman, as I explained earlier, the whole 
result of this opinion was very technical, trying to see. The General 
Counsel was obviously interested. We were under an obligation to 
take a look at this, and if there was no legal way to stop this 
award, then it was not our duty to stop it. The individual was sup- 
posed to take the heat for this kind of decision and the appearance 
of this kind of decision. 

Mr. Greenwood. Wait a minute. Wait a minute. You are not al- 
lowed to take money from prohibited sources, correct? 

Mr. Swindell. You are not allowed to receive a gift from a pro- 
hibited source. 

Mr. Greenwood. Right. Okay. And a source becomes prohibited 
de facto if the source is a recipient of the entity headed by the guy 
who is going to take the money, right? 

Mr. Swindell. It is a 

Mr. Greenwood. What is the hard part? 

Mr. Swindell. Well, I will defer to the Office of Government 
Ethics to explain better than I can. But there is an exception to 
this idea that you can’t get gifts from prohibited sources. It focuses 
on whether the entity is a — whether the offeror of the award is an 
entity that has interest that can be substantially affected by the 
performance or non-performance of the 

Mr. Greenwood. All right. Where is the cloudy part in that? 

Mr. Swindell. Well, it doesn’t say agency head. If the idea is you 
are going to — if that means the same thing as grantee, then it is 
a circuitous argument. You can’t have — they can’t be the same. It 
can’t be just a grantee, because you have got an exception to a rule 
for grantees. So it had to mean something different. 

Mr. Greenwood. Let me ask Mr. Maskell. Do you think there is 
anything cloudy about this? Maybe I am missing something. It 
looks like a no-brainer to me. 

Mr. Maskell. I understand I am preaching to the choir here, but 
no, I — the problem is you have two sets of prohibited sources. The 
first three you have are agency-wide prohibited sources. That is 
someone who does business with, is regulated by, or seeking action 
from the agency — everybody — that includes grantees and contrac- 
tors. 

But the other prohibited source, the fourth prohibited source, is 
personal to the individual. That is why it is not duplicative, and 
that is why it is not circuitous. The fourth one is personal, and it 
says if that source can be — has interest that can be affected by the 
performance and non-performance of that individual’s official du- 
ties, then they cannot accept even an award from them. I thought 
it sounds pretty clear to me that 

Mr. Greenwood. I will bet it is crystal clear to you. 

Mr. Maskell. [continuing] an agency head has that authority. 

Mr. Greenwood. And if you were told don’t — if it was your job, 
if you had Mr. Swindell’s job at the time, and you were told — I 
know this is hypothetical 

Mr. Maskell. I know. 
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Mr. Greenwood, [continuing] but if you were told, “You can’t say 
no” — even if they put this incredible restraint on you, which is, 
“You can’t say no, if there is any legal reason — there has to — using 
the letter of the law is the only guidance here.” Would you still find 
any difficulty in the letter of the law prohibiting this? 

Mr. Maskell. I can’t speak to the political pressures that Mr. 
Swindell felt at that time. But that is 

Mr. Greenwood. I am not asking you to. I am just saying, is 
there any question 

Mr. Maskell. That is probably another reason to have a bright 
line. I personally would have cited that rule, and I would have 
cited 18 U.S.C. Section 209 and said you are not allowed to 

Mr. Greenwood. Mr. Swindell, do you think there was any polit- 
ical pressure involved here? 

Mr. Swindell. There was pressure, obviously, to provide the ad- 
vice that — according to the instructions. Obviously, the person who 
renders that advice, to tell us how to give advice, obviously was a 
political appointee. But I don’t think politics entered into it. 

I think what we have 

Mr. Greenwood. You don’t think Clausner was trying to get 
friends of his to give him a green light on this? 

Mr. Swindell. That is certainly possible, but I don’t have any 
facts to know that. I think 

Mr. Greenwood. Dr. Wilson wrote — let me interrupt you. She 
wrote, “Given that the litigation was only recently settled, the 
major issue to be overcome is the appearance that the NCI agreed 
to cooperate with Pittsburgh to settle the litigation, including the 
monetary payments, as well as other tangibles and intangibles, and 
that this award is being made as a result of that agreement.” Did 
you see that memo? 

Mr. Swindell. Yes, and that is what — that is the point, is that 
he is going to have to assess those appearance situations personally 
and assume those risks. I think it is very good that Jake Wilson 
wrote that. 

Mr. Greenwood. Well, let me just finish here. Just a second. 
Whether you read this memo or not, do you agree with the NCI 
Ethics Advisor that there is an appearance issue to be overcome? 
That you got, right? 

Mr. Swindell. I got that. 

Mr. Greenwood. And you had it then. You knew that there was 
an appearance issue. 

Mr. Swindell. Yes. I was very — a number of us were concerned 
about the looks of that. Sure. 

Mr. Greenwood. Okay. As the designated agency ethics official 
for the Department of Health and Human Services, did you advise 
Dr. Clausner about the appearance of undo influence or conflict of 
interest in his accepting a $40,000 cash gift from a grantee institu- 
tion involved in a lawsuit with the National Cancer Institute that 
had recently been settled? 

Mr. Swindell. I didn’t personally give him advice other than 
what was in the opinion. 

Mr. Greenwood. Do you know whether anyone said to him, 
“This looks like hell, but we are not going to” 
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Mr. Swindell. The communications with Clausner were from the 
General Counsel. I don’t know what she would have said. 

Mr. Greenwood. Did you address the appearance issue in your 
memorandum to Dr. Clausner? 

Mr. Swindell. I think it stresses in there — it is very careful. It 
stresses in there about the fact that he is going to have to make 
his determination in accordance with the limitations and what the 
meaning of it was. 

Mr. Greenwood. Wait a minute. Did you address, did you say, 
did you indicate anything about the appearance problem? 

Mr. Swindell. I don’t recall what is in the memo precisely. 

Mr. Greenwood. Go to Tab 23 and look at your memo there. 

Mr. Swindell. Okay. 

Mr. Greenwood. My question is: in your memo to Clausner, did 
you say — did you address the appearance issue, or did you just ad- 
dress the strictly legalistic — give a strictly legalistic response, pur- 
suant to what you had been instructed to do 

Mr. Swindell. Right. 

Mr. Greenwood, [continuing] by your superior, a la per the note 
in the file? 

Mr. Swindell. You are correct. It doesn’t look like that I really 
stressed that issue with him. 

Mr. Greenwood. You weren’t supposed to, right? You had just 
been told — you had been told 

Mr. Swindell. That is right. I mean, I wanted to make sure that 
he attested to things. I remember that was one important thing to 
me, that he — that we apprised him what the law was that we un- 
derstood, and that he was supposed to attest to the facts, that he 
didn’t have anything, you know, within the meaning of the rule in 
front of him, because I wanted to make sure that he was under- 
standing that. 

Mr. Greenwood. But basically you said technically — technically, 
the Emperor has clothes on, but the fact that you appeared to ev- 
erybody else to have no clothes on, you didn’t bother to incorporate 
that into your memo. 

Mr. Swindell. Well, certainly, as I said, this is — I was in a dif- 
ficult situation back then. I was new. I was an acting person only 
there for just, you know, a few months when this occurred. I agree 
this could have been done a lot better. 

Mr. Greenwood. Okay. The gentlelady from Colorado is recog- 
nized. 

Ms. DeGette. Well, I just wanted to — are you yielding to me? 

Mr. Greenwood. No, it is your turn. 

Ms. DeGette. Oh, great. But following up on the chairman’s 
questions, Mr. Swindell, you have said several times that in a situ- 
ation like Dr. Clausner’s situation it is a personal determination. 
And, in fact, in your memo, after going through all of the stand- 
ards, on page 5 of your memo you do say you will need to apply 
this interpretive guidance to your own situation. But here is 

Mr. Greenwood. I am sorry. I made an error. 

Ms. DeGette. Go ahead. 

Mr. Greenwood. Mr. Stearns has not had a first round. 

Ms. DeGette. Okay. 

Mr. Greenwood. So 
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Ms. DeGette. Can I just follow up on your question just with 
this — on your questioning, Mr. Chairman? 

Mr. Greenwood. In think in fairness 

Ms. DeGette. Okay. 

Mr. Greenwood, [continuing] do that on your time. We will give 
Mr. Stearns his shot now. We will give you as much time as you 
would like. 

The gentleman from Florida is recognized. 

Mr. Stearns. Thank you, Mr. Chairman. Are we have 5 minutes 
or 

Mr. Greenwood. Ten minutes. 

Mr. Stearns. Ten minutes. Okay, good. I have three questions. 

Let me just start — I have a subcommittee that deals with over- 
sight on financial accounting standards, and we are having a de- 
bate on whether stock options should be expensed. And I guess last 
week’s advisory — Blue Ribbon Panel of the Advisory Committee to 
the Director examined the conflict of interest that NIH employees 
eligible to engage in compensation outside of professional activities, 
should they receive compensation in the form of stock options or 
other equities for their service. 

And so. Dr. Kington and Ms. Glynn, these are questions for you. 
And I will start with you, Ms. Glynn. It seems to me that offering 
these stock options to these individuals creates some problems. The 
Financial Accounting Standards Board would like to expense all of 
these, so that the people who invest in these companies know what 
stock options are being provided. 

And lo and behold, these have all been kept pretty silent. And 
so I guess my question is — the current compensation involving 
stock options, is that ethical? Is it protecting the stockholders, the 
taxpayers, the patients? I guess everybody involved. 

And then for you. Dr. Kington. 

Ms. Glynn. I think the major problem in permitting acceptance 
of either stock or stock options as a form of compensation is that 
it creates a kind of continuing financial interest in the company, 
so that even after your consulting work is completed you continue 
to have a conflict of interest with anything affecting that company, 
because, in effect, you are sort of an owner of the company. 

So from that perspective, what that means is that once your con- 
sulting concludes you must continue to be recused from matters in- 
volving the company. What we have is, then, a potential for not 
only recusal during the consulting period but a continuing recusal 
once the consulting is finished, and that is problematic. 

I have heard — and, you know, from OGE’s perspective we are 
certainly not experts on this, but I have heard that one of the prob- 
lems in barring stock options or stock as compensation is that it 
tends to favor payers that are from bigger established organiza- 
tions that can afford to pay scientists cash versus the smaller start- 
up types that don’t have any cash to pay, and this is all they can 
afford. 

Now, understand, I am not taking any position on that, because 
it sort of begs the question of whether the consulting was proper 
to begin with, whether it is paid in cash or stock or stock options. 

Mr. Stearns. Dr. Kington? 
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Mr. Kington. Well, NIH fully recognizes the problem with pay- 
ment to employees who consult with stock options, and we were 
very receptive to the Blue Ribbon Panel’s recommendation that 
that not be allowed. 

Mr. Stearns. Yes. Because, you know, these people that have the 
stock option then will try to promote the company. And the ways 
they can do it are varied and multiple, and you can’t — no one 
knows about it. 

Mr. Varmus. Can I comment just briefly on that, Mr. Stearns? 

Mr. Stearns. Sure. 

Mr. Varmus. First of all, NIH employees are allowed to own 
stock. 

Mr. Stearns. Oh, no, no. Yes, they can own stock in a 

Mr. Varmus. So if you buy stock, you become interested in 

Mr. Stearns. Well, we are talking about stock options that are 
given to you. 

Mr. Varmus. I understand. I understand. But I think that the 
holding of stock — I am just commenting on Ms. Glynn’s remark — 
you know, that doesn’t necessarily create a conflict of interest. It 
just means you have an interest in 

Mr. Stearns. But this is your own money that you make after 
the bottom line, after you pay taxes, you invest. This is compensa- 
tion that is part of the 

Mr. Varmus. It is an alternative means of compensation, and I 
think 

Mr. Stearns. Do you disagree with these two people? 

Mr. Varmus. I do a little bit, in the sense that I think one of the 
reasons that the NIHEAC was established, the NIH Ethics Advi- 
sory Committee, is to look at issues of that kind, because there are 
instances in which companies simply don’t have much capital to 
spend on consultants, and 

Mr. Stearns. Well, if these people are — why should they be 
working for the NIH when they get — they are consulting for this 
company and they are getting stock options? 

Mr. Varmus. Well, if we do entertain the idea of consultation, 
and we think that is potentially valuable in both directions, it 
seems to me that the 

Mr. Stearns. Well, let me give you a hypothetical. 

Mr. Varmus. Yes. 

Mr. Stearns. You are working for NIH, and you are under re- 
tainer with a company to advise them — Company X. And they have 
ground-breaking technology, and they offer you stock options. And 
they are paying you, and you are getting paid by NIH, and you are 
sharing the information from them with the NIH. Should you get 
stock options from them without making it public that you are get- 
ting these stock options? Is that what you are saying, it should 
be 

Mr. Varmus. No, I am not. 

Mr. Stearns, [continuing] private? 

Mr. Varmus. No, I am all for disclosure 

Mr. Stearns. I think we are talking about 

Mr. Varmus. [continuing] and I am all for discussing each of 
these instances on a one-by-one basis. I think there could be condi- 
tions under which reasonable people would say that the fraction of 
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the total stock being held by the employee is extremely small, that 
the 

Mr. Stearns. It depends upon what the stock does, whether it 
is small or not, and it depends upon the stock option. 

Mr. Varmus. Well, as a fraction of the total company stock issue, 
that — I think that 

Mr. Stearns. I mean, if they gave them $100,000, eventually it 
could be worth $4 million. That would be quite an incentive for this 
person. 

Mr. Varmus. Well 

Mr. Stearns. How does he keep his conflict of interest separate? 

Mr. Varmus. Well, the conflict of interest, of course, would arise 
if there were some situation in which the conflict arose. The as- 
sumption is that 

Mr. Stearns. So you disagree with the Blue Ribbon Panel of the 
Advisory Committee to the Director on this. 

Mr. Varmus. I think that being cautious about stock is very ap- 
propriate, and I am just arguing for what I think we have all been 
arguing for in a sense, that in some cases the nature of the com- 
pensation should be a matter for, in a sense, case adjudication. And 
that the reason we have at all our institutions committees to look 
at these is to try to be sure that we don’t write a blanket rule that 
obviates the possibility of 

Mr. Stearns. So you think if the company gives a flat fee that 
is the same as stock options. 

Mr. Varmus. No, I am not saying that. 

Mr. Stearns. I mean, wouldn’t a flat fee be more ethical than 
getting a stock option, which is based upon the performance of the 
company? 

Mr. Varmus. All of these — as we learn from these experiences, 
they are all different. And I — ^you know, I take your point, and I 
think the stock options are more problematic. But I would opt in 
my ideal world for a more flexible policy, that is all. 

Mr. Stearns. Have you taken stock options in a situation like I 
just described? 

Mr. Varmus. Not at the NIH, of course, but I did as a 

Mr. Stearns. When you were working for NIH, did you get 

Mr. Varmus. No, no. No, absolutely not. 

Mr. Stearns. Okay. 

Mr. Varmus. I, as a Presidential appointee, gave up everything 
that could remotely be considered 

Mr. Stearns. That is my point. As a Congressman, I 

Mr. Varmus. But I was in charge of the NIH. 

Mr. Stearns. I mean, I don’t get stock options, and there is no 
one in this room that gets stock options. And if you are working 
for NIH, you are advocating they should get stock options with a 
company they are consulting instead of — that is what you are advo- 
cating. 

Mr. Varmus. What I am arguing is that people at NIH have dif- 
ferent functions. The Director of NIH 

Mr. Stearns. Well, they are Government employees, though. 

Mr. Varmus. Yes, but some — but Government employees who 
work in the intramural program as 
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Mr. Stearns. Well, why should we make an exception for NIH 
if we don’t make it for the Congressmen and Senators and Presi- 
dents? 

Mr. Varmus. I think the functions are very different. This is ob- 
viously a complicated issue, but it is one that I think is important 
to bring up, that 

Mr. Stearns. Well, I think you can get into conflict of interest, 
and I think the Blue Ribbon Panel and the Advisory Committee to 
the Director made that clear. 

Let me move on. I just have so much time. I have to stop you. 

Mr. Varmus. They didn’t say conflict of interest. They said con- 
flict of the commitment. 

Mr. Stearns. Let me say I — the question I have now — on Feb- 
ruary 10, the NIH Office of Management Assessment forwarded a 
final advisory report from the HHS Office of Inspector General for 
review of a conflict of interest allegation concerning a Board of Sci- 
entific Counselors ad hoc reviewer. 

NIH Deputy Director Michael Gutzman and NCI Director An- 
drew von Eschenbach were among the recipients of this report. In 
this report, the IG recommended that the National Cancer Insti- 
tute modify its process for selecting ad hoc reviewers to allow a 
principal investigator to object in writing directly to the Board of 
Scientific Counselors’ Executive Secretary if he or she believes the 
selected BSC ad hoc reviewer has a conflict of interest. 

I guess the question is: has this recommendation been imple- 
mented? Anybody? 

Mr. Kington. This is the first I have heard of that recommenda- 
tion. 

Mr. Stearns. Okay. Another question is, based upon this report, 
we know that NIH intramural researchers know in advance. I 
think the staff has advised — probably advisable. Dr. Kington, that 
you should follow up in writing on this, since this was provided in 
writing with the recommendation. And I guess we in the Oversight 
Subcommittee see — think not only should you know about it, but 
it should be implemented. 

So I guess the fact that you, one, don’t know about it, is a con- 
cern of ours. And then, two, give you a chance to answer, come up 
to speed, and then see if you can implement it. 

Mr. Kington. We would be happy to respond. 

Mr. Stearns. Okay. And last, Mr. Chairman, if you bear — for- 
bearance here, based on this report we know that NIH intramural 
researchers know in advance who is on the list of ad hoc reviewers 
and who can object if they think a proposed reviewer has a conflict 
of interest. 

This is like the preemptory challenges in courts where each side 
gets a chance to strike against a potential juror they don’t like. 
Given that intramural researchers have this right, why shouldn’t 
a private partner negotiating a CRADA with intramural research- 
ers know if those researchers are consulting for the competition? 

Let me repeat that — with intramural researchers know if those 
researchers are consulting for the competition. Shouldn’t a private 
partner in the CRADA have the right to know and the right to ob- 
ject to a perceived conflict of interest? Dr. Kington? It is a little 
hard to understand the question. It is sort of laid out as — some- 
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times we lay these questions out to get them on the record, and 
that is the way this question is, so 

Mr. Kington. I will refrain from commenting. 

Mr. Stearns. Well, no, we are asking you to comment. You are 
forced to comment here. 

Mr. Kington. Clearly, any time there is a situation in which the 
Government has entered into a CRADA with another private com- 
pany, we have decided that is the best way that we can achieve 
some scientific goal. And, obviously, we should be very concerned 
if there is a possibility of an appearance of conflict with an em- 
ployee who might be involved with a competitor. So, yes, there 
should be some — that is of concern. 

Mr. Stearns. I guess it is just public information that the intra- 
mural researcher knows this information, whereas a private part- 
ner in CRADA does not. And I guess we are saying that shouldn’t 
this private partner have this right, too, so we have transparency 
here? Does that make sense? 

Mr. Kington. On the face of it, yes. I mean, we absolutely want 
our partners to have faith that we are reasonable partners, that we 
are actually committed to working with them. So, yes, we would be 
concerned about appearance of — we should be concerned about ap- 
pearance of conflict of interest. 

Mr. Stearns. And so that this private partner should be told, 
should have the right to know, and the opportunity to object if 
there is perceived conflict of interest? 

Mr. Kington. I am not sure if that necessarily has to be — and 
I want to make that comment as a policy. There is no question that 
we should do whatever is necessary to remove the possibility of a 
serious conflict or appearance of conflict of interest, and we are 
committed to that, however we could achieve that. 

Mr. Stearns. Yes. Well, I honestly feel you are — you want to do 
that. So if you don’t mind, you might tackle this question, too 

Mr. Kington. I would be happy to. 

Mr. Stearns, [continuing] in your reply, and we can look at it. 

I thank the chairman. 

Mr. Greenwood. Now the gentlelady from Colorado is recog- 
nized. 

Ms. DeGette. Thank you, Mr. Chairman. 

Okay. Mr. Swindell, if you will recall, we were having this dis- 
cussion about who — how we decide what standards to apply. In 
your memo, you had said to Dr. Clausner, ‘You will need to apply 
this interpretive guidance to your own situation.” 

And I think you said in response to the chairman’s questions 
that his interpretive guidance would be sort of how would it look 
to the public or would it pass the smell test? Would that be accu- 
rate? 

Mr. Swindell. That is essentially what the General Counsel 
said. The smell test or The Washington Post test was something 
that we don’t advise about. 

Ms. DeGette. Now, at this time. Dr. Clausner was the Director 
of the National Cancer Institute, right? 

Mr. Swindell. That is correct. 

Ms. DeGette. But, you know, so one would hope he might have 
a press liaison to help him figure that out. But how is everyone 
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else going to figure that out? It seems to be a very, very nebulous 
standard. 

Mr. Swindell. That is a very good point, and that is the problem 
with it. 

Ms. DeGette. Right. 

Mr. Swindell. And that is why we are not going to operate 
under that and haven’t operated under that kind of analysis about 
these questions. 

Ms. DeGette. But even under the new guidelines there seems to 
be a lot of personal discretion as to whether there are conflicts that 
I am not sure any ethics board could address. 

Mr. Swindell. It is difficult. I mean, the idea is is that the stat- 
utes and the reflations to some extent are intended to codify what 
an appearance is. And we have tried to, in our advice-giving now, 
since the very beginning of this administration when I spoke with 
Governor Thompson’s people when they came in and actually dis- 
cussed how we would give advice in the problems we had, that 
what we will do is we will counsel what we believe the law means, 
what the regulations mean, and the regulations themselves in 
part — some aspects of what an appearance is, but that we will try 
to also give advice about what we will call perception or optics. 

Ms. DeGette. But which is a moving target, isn’t that fair to 
say? 

Mr. Swindell. It is. 

Ms. DeGette. Yes. Now, Dr. Varmus and others have talked 
about how employees at NIH, while public employees, are different 
than, say. Congressional employees. And I should add for the 
record it is not just Members of Congress, it is our staffs, it is all 
of the employees of the U.S. Government. 

I wanted to ask you, Ms. Glynn, because I got to thinking, what 
are the ethical standards with respect to outside compensation and 
award, say, for the EPA employees? Because we have employees 
over there who are doing scientific environmental research. 

Ms. Glynn. Right. Can I address something else before I answer 
that question? 

Ms. DeGette. If we have time at the end, you can address that. 

Ms. Glynn. Okay. I mentioned in my oral statement, there is one 
broad, bright line rule for the entire executive branch, and that is 
in the rule published by my office. And as far as outside employ- 
ment or activities is concerned, that rule is that the outside activity 
can’t be such a conflict with your job that it would require recusal 
essentially from most important aspects of your job. 

But a second part of that rule is that the outside activity can’t 
be prohibited by a statute or any other regulation, and another reg- 
ulation is that it can’t be an appearance of a conflict of interest. 
It can’t be use of public office for private gain 

Ms. DeGette. So do researchers over at the EPA get outside in- 
come? Do you know? 

Ms. Glynn. And, remember, each agency is allowed to imple- 
ment, supplement 

Ms. DeGette. Right. 

Ms. Glynn, [continuing] more difficult, you know, more strin- 
gent. 

Ms. DeGette. Yes, I understand. 
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Ms. Glynn. Okay. EPA, for example, does — for certain categories 
of employees — does have more stringent rules. It is not exactly 
across the board, but it does have more stringent rules. 

My impression is that this is not a problem — this compensation 
issue is not a problem at most science agencies, however. 

Ms. DeGette. Okay. What about the NSF or the CDC? Do you 
know if they have supplemental rules? 

Ms. Glynn. Mr. Swindell can speak better than I can about 
CDC, but NSF definitely has supplemental rules as well. 

Ms. DeGette. And do they allow their researchers to take this 
type of outside compensation? 

Ms. Glynn. There is no broad prohibition on it. There are some 
prohibitions, but not an across-the-board prohibition. However, 
once again, based on my conversations — informal — with ethics offi- 
cials at these agencies it is not that common to permit employees 
to receive compensation there. 

Ms. DeGette. Okay. Mr. Chairman, I think it would be very 
helpful — maybe Mr. Masked or someone could supplement the 
record by giving us the standards at all of the Government agen- 
cies about what kinds of outside compensation are allowed for the 
employees. 

Ms. Glynn. Sure. I mean, you can actually find them in the Code 
of Federal Regulations 

Ms. DeGette. Yes, we have got that. 

Ms. Glynn, [continuing] you have back here. But they are all 
listed there. 

Ms. DeGette. That would be helpful. 

Mr. Varmus. It is important, Ms. DeGette, to note who is 

Ms. DeGette. Yes, sir. 

Mr. Varmus. [continuing] what functions are being performed by 
the agency. So the NSF, for example, makes grants but doesn’t 
have the equivalent of an intramural research program. There are 
no scientists doing scientific work in the National Science Founda- 
tion. They are developing grant programs and administering 
grants. 

Ms. DeGette. That is a really good point. Thank you. Dr. 
Varmus. But, you know, and that kind of leads into my next level 
of questioning, which is the researchers at NIH are primarily doing 
basic research. Is that right? 

Mr. Varmus. It depends what you mean by “basic.” There are 
many who are doing clinical research, if you are contrasting labora- 
tory and research with patients. But it is — I think we have to de- 
fine the term “basic research.” 

Ms. DeGette. Well, okay, let me put it in a different way. 

Mr. Varmus. They are not doing applied research. 

Ms. DeGette. Most of the private companies don’t have a big in- 
vestment in basic research. 

Mr. Varmus. Actually, many of them do now. That is a major 
change that actually came about during the growth of the bio- 
technology industry, and many fundamental findings have been 
made in the biotech industry. And now large pharmaceutical 
houses have acquired those companies, have engaged themselves in 
basic research. The continuum is much more complex than it was 
30 years ago. 
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Ms. DeGette. You know, it is interesting because I was talking 
to, actually, some of the pharmaceutical representatives who said 
that the bulk of the basic research is still being done at NIH, and 
that 

Mr. Varmus. Or with NIH dollars, because that 

Ms. DeGette. Or with NIH dollars, and that 

Mr. Varmus. [continuing] over 80 percent of our money — of 
NIH’s money goes to universities and academic health centers and 
colleges. 

Ms. DeGette. Right. So I guess my question is, for some of the 
scientists coming in, especially the newer scientists who are the 
ones that theoretically these new ethical rules would apply to, I am 
not sure I buy the fact that these people would not be — these top 
flight folks would be attracted to NIH if their outside compensation 
were greatly constrained or even eliminated, because many of them 
are doing basic kinds of research and not the advanced kinds of re- 
search. Would you disagree with that? 

Mr. Varmus. Well, the choice that most are making is whether 
to go to the NIH intramural program to do research or to do essen- 
tially very, very similar work under somewhat different terms. And 
I don’t mean simply financial terms, but in terms of review and re- 
sponse to a different kind of system of organizing research at uni- 
versities, academic health centers, colleges, universities. That is 
the usual choice. 

Ms. DeGette. With NIH dollars in many cases at those academic 
centers. 

Mr. Varmus. And salaries being set independently and different 
sets of rules. So it is a different environment, and it has seemed 
I think — and especially in the 1980’s — more favorable to most to 
work in the extramural community as opposed to the NIH. 

Ms. DeGette. Now, when you were — I assume you participated 
in trying to recruit folks to come to NIH when you 

Mr. Varmus. Absolutely. 

Ms. DeGette. [continuing] were there. And did these folks tell 
you that their decision of where to go was in part — I mean, how 
important was the outside compensation? 

Mr. Varmus. Very important, especially for the people I was re- 
cruiting, because I was recruiting people at the upper end of the 
spectrum. 

Ms. DeGette. Right. Who now, of course, won’t be entitled to 
that, many of them. 

Mr. Varmus. Pardon me? 

Ms. DeGette. Now many of those folks won’t be entitled to that 
compensation. So do you 

Mr. Varmus. Well, but the 

Ms. DeGette. [continuing] think now we are going to 

Mr. Varmus. Ms. DeGette, we have two issues on the table with 
respect to compensation. One is the outside activities, and we are 
all agreeing that for certain high-level people those should be pro- 
hibited or restricted. 

Ms. DeGette. Right. 

Mr. Varmus. But there are also salary issues, which we are not 
discussing today, that are very important with respect to using pay 
scales such as those that are allowable under Title 42 that make 



332 


compensation more competitive with the kinds of salaries that we 
have talked about. 

Ms. DeGette. You know, I used to sit on a college board, and 
we used to have these big debates vis-a-vis the economics depart- 
ment and say, “Well, you know, these people could go to private in- 
dustry, and maybe we should pay the economics professors, you 
know, $200,000 a year, and we should pay the classics professors 
$20,000 a year.” 

And those were really tough discussions that we had, and I think 
those discussions are endemic throughout the academic world, and 
particularly difficult when you are talking about biotechnology and 
all kinds of cutting edge research. 

But, you know, the problem I think we have is that. No. 1, I 
don’t think we can make the assumption that people are simply 
going to the NIH because of outside compensation. And, No. 2, I 
think we have continuing tough, tough issues about conflicts of in- 
terest which only get murkier, not clearer, the more levels of ethics 
rules that we try to place, especially because of the nature of re- 
search. 

And this is really, I think, what we are struggling with now. And 
I don’t know the solution, but I just don’t fundamentally agree with 
the premise that this outside — if we really constrain this outside 
compensation, so long as we continue to allow collaboration, that 
that is going to severely affect the quality of research scientists at 
NIH. That is just my view. 

Mr. Greenwood. The Chair thanks the gentlelady. 

The gentleman Mr. Walden is recognized for 10 minutes. 

Mr. Walden. Thank you, Mr. Chairman. 

Mr. Swindell, you were Acting Director of HHS Ethics Division 
at the time Dr. Clausner requested to receive the Dixon Prize in 
1997, weren’t you? 

Mr. Swindell. That is correct. 

Mr. Walden. Okay. And as I recall, in your testimony you said 
there was sort of an edict from up above about not giving anything 
more than just a description of the law, correct? I mean, that 

Mr. Swindell. That is correct. 

Mr. Walden, [continuing] may not be the lawyerly — that is cor- 
rect? 

Mr. Swindell. That is correct. 

Mr. Walden. Was there a reason to believe that if you didn’t fol- 
low the instructions, to ignore appearance issues, that that might 
affect you getting a permanent appointment? Was it that kind of 
a feeling in the 

Mr. Swindell. No. At the time, there was actual concern within 
the whole Ethics Division that it would be dissolved and moved 
into another division. I had no desire to have to give any advice 
to the General Counsel for the purpose of personal advancement. 

The Ethics Division at the time, they were going to merge it into 
what was called the Business and Administrative Law Division. 

Mr. Walden. Why would they want to do that? What was the 
talk? 

Mr. Swindell. Well, there were difficulties I think with my su- 
pervisor about how we gave ethics advice, which, of course, precip- 
itated this direction of how we were supposed to get 
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Mr. Walden. And who was your supervisor then? 

Mr. Swindell. Jack Kress. 

Mr. Walden. And who did Jack Kress work for? 

Mr. Swindell. Harriet Rahb. 

Mr. Walden. And was this coming from hoth Mr. Kress and Ms. 
Rahb? 

Mr. Swindell. I read into the record earlier today, Congressman, 
that — I wrote a note to the file that indicated that my supervisor 
had told me that the General Counsel directed us to provide precise 
legal issues, that we weren’t supposed to give advice about the ap- 
pearances of things. 

Mr. Walden. I mean, I just find that amazing. You know, when 
I get counsel, I want to know all of the potential ramifications, so 
I know 

Mr. Swindell. As I mentioned earlier 

Mr. Walden. With ethics, it is about appearance as much as le- 
gality in public service. 

Mr. Swindell. Obligation, yes. And it was a difficult cir- 
cumstance to be in. 

Mr. Walden. Was Harriet Rahb the one who contacted you about 
the Pittsburgh award regarding Dr. Clausner? 

Mr. Swindell. Yes. 

Mr. Walden. And she was, what, the General Counsel? 

Mr. Swindell. She was the General Counsel. 

Mr. Walden. Is it standard operating procedure for the HHS 
General Counsel to get involved in award receipt requests of this 
nature? 

Mr. Swindell. I would not normally think so. 

Mr. Walden. Did it happen any other time with her? 

Mr. Swindell. No, not that I can recall. 

Mr. Walden. Do you recall any other HHS General Counsel ever 
getting involved in other requests of this nature? 

Mr. Swindell. No, I don’t recall another one. 

Mr. Walden. What made this one so special, do you think, that 
it rose to the level of 

Mr. Swindell. I do not know why this was so special, but it was 
obviously — she wanted an answer. It was very difficult to — she was 
somewhat inscrutable, because she also seemed to understand that 
this was unseemly. But nevertheless — so I don’t know what her di- 
rections were. 

Mr. Walden. What makes you say that she seemed to under- 
stand it was unseemly? 

Mr. Swindell. She would frown about the fact, you know, he is 
trying to make a big deal about getting some money. You know, I 
just think 

Mr. Walden. Mr. Clausner. 

Mr. Swindell. Yes. 

Mr. Walden. Dr. Clausner. 

Mr. Swindell. Dr. Clausner. 

Mr. Walden. Do you recall Harriet Rahb contacting you on be- 
half of any other official for this kind of award? Or was this just 
a very unique situation? 

Mr. Swindell. I thought it was very unique, yes. 
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Mr. Walden. Did you or anyone else ever inquire as to why she 
was involved in this? 

Mr. Swindell. Why she was in this? No, did not. 

Mr. Walden. Just one of those things that came down from 
above, and you read the law and gave your interpretation? 

Mr. Swindell. We had lawyers and a couple of divisions looking 
at it — the Public Health Division, Ethics Division — and trying to 
evaluate the nature of the award, because there were some issues 
about whether it was coming from a foundation or whether it was 
coming from a university, and so forth. 

Mr. Walden. Were they under the same constraints that you 
were in terms of not being able to offer opinion outside of just the 
strict statutory reading? 

Mr. Swindell. That was generally the way the lawyers were 
supposed to operate in the Office of General Counsel was we — I as- 
sumed they felt that lawyers were making policy — ^you know, mak- 
ing decisions that were left to decisionmakers. 

Mr. Walden. And was the theory that if you put something in 
writing that showed there might be evidence — or it might have the 
appearance, let us say, of conflict, that, therefore, that would be 
taken into account. 

Mr. Swindell. I think that would be a problem if we did. As I 
said, we had an earlier circumstance where I had drafted a memo- 
randum where I said some conduct would not be prudent, trying 
to get into the appearance of it. And my supervisor was told it — 
I had drafted it for my supervisor’s signature. 

And he had come back from his performance appraisal saying 
that was the same old situation of us giving advice about appear- 
ances. And, you know, he was rebuked for that, and told me as 
well. So there was clear understanding how we were supposed 
to 

Mr. Walden. And that was Jack Kress? 

Mr. Swindell. Yes. 

Mr. Walden. Okay. So he was rebuked, and I assume by that 
he was rebuked by Harriet? 

Mr. Swindell. Harriet Rabb. 

Mr. Walden. Harriet Rabb. Do you think this went all the way 
up to the secretarial level? 

Mr. Swindell. I can’t speak to that. 

Mr. Walden. Did you also approve Secretary Shalala’s appear- 
ance in that famous milk mustache ad? 

Mr. Swindell. That was done not only with my looking at the 
issue but the Public Health Division lawyers — the idea being that 
the Government ethics rules don’t govern the conduct of an agency 
acting as an agency. 

Mr. Walden. Yes. 

Mr. Swindell. And that, therefore, this had been vetted through 
the agency, it was part of a joint initiative with the National Can- 
cer Institute dealing with child and immunization diseases, and so 
forth. And so it came up through that vetting. The determination 
was that there was legal authority under the Public Health Service 
Act, so the Associate General Counsel for Public Health Service 
was also involved. 
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It had come up earlier in the administration — and I concurred 
with my hoss at the time, Jack Kress — that we didn’t think that 
it was legal for her to do it at that time. 

Mr. Walden. Why? 

Mr. Swindell. As I recall, the milk mustache text of the ad had 
some language in it that talked about health care reform at the 
time, and it almost was the point of lobbying with respect to pend- 
ing legislation. So we had that concern. 

Obviously, the appearance concerns that she would have to take, 
and she was advised about, that obviously people could criticize 
her. 

Mr. Walden. So it was somewhat controversial in the Ethics Di- 
vision? 

Mr. Swindell. Controversial in the Ethics Division and the eth- 
ics community and the press. But bare minimum legality, the Pub- 
lic Health Division — the Public Health Service Act, you know, 
says — it says a lot of language in there about the Secretary having 
authority to encourage health promotion activities, you know, and 
it was thought that this would be a method of reaching teenagers. 
It was popular to make them drink milk, and, therefore, you know, 
have strong bones. 

Mr. Walden. Builds bodies in seven ways. 

Mr. Swindell. Yes. 

Mr. Walden. Or whatever it is. Is it true that you framed the 
milk mustache ad and hung it on your office on your wall? 

Mr. Swindell. It was everywhere, and it was there to remind me 
that that was the kind of advice that I was supposed to provide. 
Every day we would sit up there and see the Secretary’s milk mus- 
tache. 

Mr. Walden. Now, what do you mean by that, that it was the 
kind of advice you were 

Mr. Swindell. Well, it is a precise — it is another example of a 
legal determination and allowing the policymaker to take, you 
know, whatever responsibility for 

Mr. Walden. And they take the heat. 

Mr. Swindell, [continuing] adverse perception. 

Mr. Walden. Okay. Is that ad and picture still on your wall? 

Mr. Swindell. Of course not. 

Mr. Walden. When did it come down? 

Mr. Swindell. The very first day of the new administration. 

Mr. Walden. All right. Okay. I think that is all the questions I 
have at this point, Mr. Chairman. Thank you. 

Mr. Greenwood. Milk grows strong bones, but something else 
has to draw — create strong backbones. There wasn’t a lot of that 
going on. 

Dr. Varmus, how did you get authorization — actually, is it — yes, 
it is my turn, isn’t it? 

Ms. DeGette. I guess. 

Mr. Greenwood. Yes, okay. I get a second round. 

How did you get authorization to convert NIH directors from full- 
time continuous positions into Title 42 special consultants? 

Mr. Varmus. I don’t remember all of the details, Mr. Chairman, 
but there was definitely consultation with the Department to inter- 
pret the existing rules. I know that there was a fairly severe time 
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limit on Title 42 classification, and we couldn’t work this very well 
on a 1-year basis, and we were given the authority from the De- 
partment to make appointments, non-tenured appointments for 5 
years under Title 42 . 

So this was the result of discussions that I and the Office of 
Human Resource Management had with the Department. 

Mr. Greenwood. Did that include the Office of General Counsel? 

Mr. Varmus. Yes. 

Mr. Greenwood. Were you advised 

Mr. Varmus. And presumably with the Office of Personnel Man- 
agement at the Department. I don’t remember exactly what con- 
versations occurred, but we were able to make a few appointments 
in that category I believe as early as 1997, late 1997 or 1998. 

And then I — one of my last acts before leaving was to write a let- 
ter to Kevin Therm, who was then the Deputy Secretary, asking for 
permission to extend the use of Title 42 for incoming people who 
we thought might be more easily recruited with the higher pay 
scale that we could pay under Title 42 . 

And there was a legal interpretation of whether people under 
Title 42 would be — could act as opposed to just being consultants, 
and I believe the language says “assist and consult” or “assist and 
advise,” and that was viewed as reason to allow 

Mr. Greenwood. Didn’t that feel like a circumnavigation of the 
intent of the law to you? 

Mr. Varmus. Not to me. I thought that — and we were looking for 
flexibility to adapt to circumstances that were making it very dif- 
ficult to 

Mr. Greenwood. But didn’t that exist — doesn’t Title 42 exist, 
and wasn’t its origin the notion that sometimes you need to bring 
in specialists for a limited period of time to consult? And that is 
why Congress created that opportunity, and that was — it was never 
Congress’ intent to say, “Well, the new guys come in under Title 
42.” I mean, I 

Mr. Varmus. Well, it wasn’t my idea that it would be all of the 
new guys either. So we were trying to find — it seemed to me that 
the language was consistent with an interpretation that would say 
we were bringing in people to do high-level positions who would not 
be tenured, would come in perhaps for a few years, and would 
serve as experts. Obviously, I didn’t make this decision single- 
handedly. 

Mr. Greenwood. Well, what you were advised as to the position 
of the HHS General Counsel for widespread use of Title 42 conver- 
sion? 

Mr. Varmus. That it was a legal application of the provision. 

Mr. Greenwood. Who advised you of that? 

Mr. Varmus. I can’t remember all of the people involved, but cer- 
tainly the General Counsel herself, and Kevin Therm as I recall. 
I don’t remember specifically, and I don’t want to 

Mr. Greenwood. Okay. 

Mr. Varmus. [continuing] since I am under oath. But I know 
the 

Mr. Greenwood. Do you have any idea how many people in NIH 
are under Title 42 now? 
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Mr. Varmus. I am told it is a lot — it is many more than were 
on Title 42 when I left. I don’t know the exact number. 

Mr. Greenwood. Do you know order of magnitude? 

Mr. Varmus. It is probably in the range of several hundred or 
a thousand. 

Mr. Greenwood. Would you be surprised if I told you it was 
more like minimally 1,400? Or, actually, 4,000? 

Mr. Varmus. I am somewhat surprised, but until I heard the cir- 
cumstances I wouldn’t react to it. 

Mr. Greenwood. You wouldn’t be shocked to know that the pol- 
icy that you enacted on your way out has enabled 4,000 people 
to 

Mr. Varmus. Well, I didn’t enact the policy, Mr. Chairman. I 
asked for permission to enlarge 

Mr. Greenwood. That is what I mean. That is what I mean. I 
am not — we don’t need to parse words here. I am just — it was your 
idea, correct? 

Mr. Varmus. I supported it, yes. 

Mr. Greenwood. It wasn’t your idea? 

Mr. Varmus. Well, I didn’t know a lot about Title 42 to begin 
with. But I began to learn about it, and it looked like a reasonable 
mechanism for us to use in specific circumstances to recruit people 
who were being paid very high salaries in academia and 

Mr. Greenwood. I understand that. But the text of the law says 
special circumstances. Okay? And when I tell you that there are 
4,000 — we think there are 4,000 people at NIH who are now sala- 
ried, paid under special — for special — special consultants, does that 
seem to you — does that not strike you as something run amok? 

Mr. Varmus. I would say it is a number that surprises me. I 
wouldn’t have thought it would be that large. 

Mr. Greenwood. Okay. When you became the NIH Director in 
1993, were you aware that NIH was collecting information on com- 
pensation amounts for outside consulting arrangements? 

Mr. Varmus. I am not sure I understand the nature of the 

Mr. Greenwood. When you became Director in 1993, were you 
aware that the NIH was collecting information on compensation 
amounts for outside consulting arrangements, that they were rou- 
tinely gathering that information? 

Mr. Varmus. There was a limit on the amount that could be ac- 
quired, so I assume that — I don’t know what you mean by the term 
“collection.” That is what I am interested in. I assume it was being 
monitored because there was a restriction, especially on money 
from consultation from single source. 

Mr. Greenwood. Okay. In May 1991, the scientists published a 
story entitled “NIH Struggling to Regulate Employees’ Outside In- 
come.” The article states that at the time NIH had begun to collect 
followup information from scientists about what they were paid for 
outside activities. 

The information was to be used as part of a review of the NIH 
salary structure to compare incomes of NIH scientists with their 
counterparts in the private sector. Dr. Philip Chen, then Associate 
Director for Intramural Affairs to NIH, stated, “We may use that 
information as an argument in favor of the need to modify the sal- 
ary structure to become more competitive with the outside world.” 
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NIH has been unable to provide the committee the amounts NIH 
employees receive from past outside activities. In fact, NIH was not 
collecting this information until recently, but NIH did collect this 
information in the past as the article discusses. NIH was using the 
information to determine whether salaries needed to be adjusted. 

At the time, outside consulting was allowed to help make em- 
ployee income competitive with the outside, although it was capped 
at $25,000. Isn’t it true that the consulting was viewed as com- 
pensation for the employee? 

Mr. Varmus. Yes, but not Government compensation. But yes, 
part of the compensation package. 

Mr. Greenwood. And wasn’t the collection of this information 
discontinued when the cap was lifted? 

Mr. Varmus. As far as I know, it was. 

Mr. Greenwood. And isn’t it true that NIH came up with an- 
other way to compensate employees in order to make their salaries 
competitive with the private sector Title 42? In other words, in the 
good old days, in the old days, they collected information to see 
how much people were making from consulting agreement, so they 
could show that, in fact, how needy they must be to have to go out 
and collect these outside — arrange this outside consulting. And 
then that information was then used to support the notion that we 
needed to use Title 42 to increase the compensation. 

Mr. Varmus. My sense was from the discussions that I had that 
the Title 42 pay scale was advocated in part — in greater part by 
comparison of NIH salaries with salaries that people were receiving 
in academic institutions from which we were trying to recruit 
them. 

Mr. Greenwood. Well, where I am trying to go with this is the 
NIH gathered information about outside activity in order to bolster 
the argument that the scientists at NIH — the intramural sci- 
entists — were underpaid, and it did that and justified the Title 42 
application. 

And then the question is, so that being the case, why continue — 
why is it a good policy to continue with the outside consulting 
agreements when we have already attempted to solve the problem 
through Title 42? 

Mr. Varmus. Well, I see where you are going, Mr. Chairman. But 
to the best of my recollection, most of the arguments that we made 
were not based on compensation, because, in fact, a moderately 
small amount — number of NIH employees were engaged in con- 
sulting. What troubled me more was the difficulty of recruiting to 
the NIH people who were making amounts that were considerably 
in excess of what we could offer in the conventional GS or SES pay 
scales. 

Mr. Greenwood. Now, when you were Director, did you employ 
retention bonuses? 

Mr. Varmus. Occasionally. 

Mr. Greenwood. Could you describe a retention bonus and how 
that system works? 

Mr. Varmus. It was quite a rare phenomenon, but it usually 
would occur when someone was being offered a job on the outside 
and had a written demonstration that a job was honestly offered, 
not simply an idle comment. We would then apply for a retention 
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bonus to help retain that person, and these were usually fairly 
modest sums. 

Mr. Greenwood. Give me an example. 

Mr. Varmus. Oh, it might be — I am conscious of being under 
oath. I can’t remember the numbers exactly, but in the range of 
$25 to $50,000. 

Mr. Greenwood. Okay. And you say it was rarely used? Could 
you give us an order of magnitude of the number of times that you 
think it was used while you were Director? 

Mr. Varmus. Well, used in situations where I would be making 
the appeal for the retention bonus, I don’t believe it would be more 
than 10 to 20 times perhaps, maybe less than that. 

Mr. Greenwood. Were you the only person at the NIH that 
could approve a retention bonus? 

Mr. Varmus. No. I would have to consult with my former col- 
leagues to know whether — there were some pay scales in which a 
retention bonus could be given by an Institute Director. During our 
time at the NIH, some personnel responsibilities — some personnel 
authorities were delegated to Institute directors. 

I mean, it is possible in some pay scales and categories that a 
retention bonus could be developed for an employee of an institute, 
and I would not have been involved. 

Mr. Greenwood. You said that you were surprised to hear that 
as many as 4,000 NIH personnel could be under Title 42 now. Can 
you justify that? Do you think — could you make the argument 
today that but for Title 42 that anything like 4,000 employees at 
NIH would go walking away because they are underpaid? 

Mr. Varmus. Well, I would have to look — I would have to hear 
more about how and why it was done, and whether the pay ranges 
are actually different from what people would have been assigned 
if they were in the regular GS series. I don’t know the full particu- 
lars. I have been away for 

Mr. Greenwood. Why else would they be under Title 42 if it 
weren’t for salary 

Mr. Varmus. I don’t know, Mr. Chairman. I know I would — hav- 
ing heard the number, I will be interested to find out. But I hon- 
estly can’t tell you I have heard the 

Mr. Greenwood. And you said that you had set up the policy so 
that new hires could come in under Section 42. Did you — was it 
your idea that people would be able to convert their status to Title 
42? 

Mr. Varmus. That was a possibility, sure. 

Mr. Greenwood. Pardon me? 

Mr. Varmus. That would be a possibility, if someone were being 
promoted, for example, or doing exemplary work or being lured 
away as a retention mechanism. It would seem to me to be a pos- 
sible use of the Title 42. 

Mr. Greenwood. If I told you 21 out of 27 Institute directors 
converted to Title 42, would that seem like a reasonable occurrence 
to you? 

Mr. Varmus. I am less surprised by that than I am by the num- 
ber itself, because Title 42 is particularly useful in the higher 
ranges of the institution. 
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Mr. Greenwood. Okay. Final question for you, Mr. Swindell. 
When did you — you were acting in your position for 3 years. Is that 
correct? 

Mr. Swindell. Yes, sir. 

Mr. Greenwood. Did you find that extraordinary, to be in an 
acting mode for all of that time? I mean, didn’t you feel like — did 
you frequently say at yearly reviews, “When am I going to be per- 
manent instead of under this Sword of Damocles?” 

Mr. Swindell. Yes, I certainly felt that it was unusual. 

Mr. Greenwood. Did anybody ever give you an explanation as 
to why you were held in limbo land all that time? 

Mr. Swindell. No, they never did. And, of course, if I brought 
up our future, it is likely the future could have been that we just 
were put into another division. So I 

Mr. Greenwood. Did you ever feel that your acting status was 
a way to make you cooperate? 

Mr. Swindell. Well, a fair criticism from somebody looking at it 
from that 

Mr. Greenwood. I am not — I am asking you if you ever felt that 
way. 

Mr. Swindell. Felt? 

Mr. Greenwood. Did you ever say to yourself, “I know why I am 
only Acting. That is to make me behave”? 

Mr. Swindell. Well, I don’t think I felt that directly, no. I mean, 
I think I tried to do the best I could. 

Mr. Greenwood. Did you ever think, “If I don’t give my superi- 
ors what they want, I won’t get to be made — a permanent posi- 
tion”? 

Mr. Swindell. Did I ever feel if I don’t give what they want — 
I just tried to be a professional, to follow the instructions that were 
given me. 

Mr. Greenwood. Okay. All right. Thank you, lady and gentle- 
men of the panel. Appreciate your contribution today, and you are 
excused. 

The Chair would call our second panel consisting of Dr. Lance A. 
Liotta, M.D. and Ph.D., Chief of the Laboratory of Pathology at the 
National Cancer Institute, Dr. J. Carl Barrett, Ph.D., Director, 
Center for Cancer Research at the National Cancer Institute; Dr. 
Anna D. Barker, Ph.D., Deputy Director, Advanced Technologies 
and Strategic Partnerships at the National Cancer Institute; and 
Dr. Emanuel Petricoin, Lead Microbiologist, Center for Biologies 
Evaluation and Research, at the Food and Drug Administration. 

Welcome. You may have — I don’t know whether you were here at 
the beginning of this hearing, but as I told the first panel of wit- 
nesses, that pursuant to the custom of this committee we take our 
testimony under oath. And so I would request if any of the four of 
you object to giving your testimony under oath. Okay. I see no ob- 
jection. 

I also should advise you that, pursuant to the rules of the House 
and of this committee, that you are entitled to be represented by 
an attorney. Do any of you choose to be represented by an attor- 
ney? Dr. Liotta, you are represented by an attorney. Would you 
identify your attorney, or would you have your attorney identify 
himself into the microphone, please? 
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Mr. Morton. Mr. Chairman, Charles Morton on hehalf of Dr. 
Liotta. 

Mr. Greenwood. And Dr. Petricoin, your attorney — would your 
attorney please identify himself? 

Mr. ScHATZOW. Michael Schatzow, S-C-H-A-T-Z-O-W, on hehalf 
of Dr. Petricoin. 

Mr. Greenwood. Thank you. 

And I assume Dr. Barrett and Dr. Barker are not represented by 
counsel? Okay. 

Well, in that case, would you rise and raise your right hand? 
[Witnesses sworn.] 

Mr. Greenwood. Okay. You are under oath, and I believe. Dr. 
Liotta, you have an opening statement? 

Dr. Liotta. Yes. 

Mr. Greenwood. And you are recognized for 5 minutes to give 
that opening statement. Welcome. 

TESTIMONY OF LANCE A. LIOTTA, CHIEF, LABORATORY OF PA- 
THOLOGY; ACCOMPANIED BY J. CARL BARRETT, DIRECTOR, 
CENTER FOR CANCER RESEARCH; ANNA D. BARKER, DEP- 
UTY DIRECTOR, ADVANCED TECHNOLOGIES AND STRA- 
TEGIC PARTNERSHIPS, NATIONAL CANCER INSTITUTE; AND 
EMANUEL PETRICOIN, LEAD MICROBIOLOGIST, CENTER 
FOR BIOLOGICS EVALUATION AND RESEARCH, FOOD AND 
DRUG ADMINISTRATION 

Mr. Liotta. Thank you, Mr. Chairman, and members of the com- 
mittee, for the opportunity to appear before you today to discuss 
my role as a scientist at the NIH and my various collaborative ef- 
forts. I am humbled to contribute to the NCI goal to create sci- 
entific knowledge and rapidly translate this knowledge to reduce 
suffering due to cancer. 

I grew up loving science. My father was a science high school 
teacher. Both of my parents encouraged my inquisitiveness and 
creativity. I received my Ph.D. and M.D. from Case Western Re- 
serve University in 1976, and then came to the Cancer Institute 
immediately as a resident in pathology. I then became Chief of the 
Laboratory of Pathology. 

And over my 28-year career at NCI the research supported by 
the Cancer Institute in my lab has generated more than 500 schol- 
arly publications, 300 in the last 10 years. This productivity is only 
a reflection of the wonderful colleagues and collaborators working 
in the special environment of the NIH and the NCI, as well as the 
vision and support of the leadership. 

My research accomplishments span a wide range of scientific and 
clinical disciplines all aimed at fighting cancer. Cancer metastases 
is the major cause of suffering and death. Scientists in my labora- 
tory discovered a series of novel genes and proteins which regulate 
cancer invasion and metastasis. These discoveries are now moving 
forward in clinical studies and clinical trials. 

My NCI laboratory also invented new technology called laster 
capture microdissection, which has enabled investigators for the 
first time to pluck out molecules directly from cancer cells in a 
human biopsy specimen. This was developed through research ere- 
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ated with Arcturus and is now in use in more than 1,000 labs 
worldwide and has generated many thousands of publications. 

We created a unique joint agency initiative with NCI and the 
FDA called the clinical proteomics program. The goal was to trans- 
late discoveries about proteins, the functional machinery of the cell, 
into direct patient benefit as fast as possible. Under the CPP, the 
clinical proteomics program, we developed a new way to study can- 
cer biopsies, which could map the deranged protein circuitry of the 
cancer patient’s tumor — individual tumor. 

The promise of this approach is improved therapeutic efficacy 
with lower toxicity using a panel of drug treatment individualized 
for that patient’s tumor, and this technology has already been 
translated to research in ongoing clinical trials. 

The great hope is that improved detection of early stage cancer 
will produce more cancer cures. We set out to develop a new ap- 
proach to discover markers for cancer. In 1998, under our clinical 
proteomics program, we proposed that there existed in blood thou- 
sands of previously unknown markers that might reflect what was 
shed into the blood from early stage cancer. 

We generated data in our lab from an instrument called a mass 
spectrometer, and generated large amounts of data that we needed 
to analyze with a pattern recognition algorithm. We tried many 
pattern recognition algorithms, and then published early results 
that showed that our hypothesis might be true. 

We then tried Correlogic Systems software, and it looked prom- 
ising. This resulted in a publication in Lancet and subsequently a 
GRAD A with Correlogic. I want to point out that that CRADA had 
a limited work scope to use Correlogic software, and we were free 
to use other software before, during, and after. 

We then moved on to discover, in collaboration with our col- 
leagues at NCI Frederick proteomics facility, thousands of new 
markers and identified them, never before known in the blood. And 
because the U.S. Government is steward of this list of new mark- 
ers, it is not in the CRADA — of any CRADA we have — we believe 
this can have broad public health benefit, which will stimulate the 
large diagnostic industry. 

This committee is investigating outside activities by NIH sci- 
entists. Because I have had outside activities during the course of 
my career, let me address this issue. I take my job as a dedicated 
public servant very seriously. I believe that I have upheld and 
maintained the highest ethical standards in all of my official capac- 
ities. 

I have consulted with the appropriate personnel and endeavored 
to follow the regulations within NIH guidance and obtained guid- 
ance at all times when it was needed with respect to such regula- 
tions. I would never knowingly engage in a conflict of interest and 
would immediately cease such activity if there were a change in 
the circumstance that led me to believe that an approved activity 
had become one which had a potential conflict. 

My only recent paid outside activity has been an approved con- 
sulting agreement with Biospect. And I want to assure you, Mr. 
Chairman, that I never consulted with Biospect about my CRADAs, 
never consulted with them about my Government work, and this 
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was explicitly excluded in my consulting agreement, along with 
my — the other exclusions in my ethics package. 

My work on this consultation was placed on hold during the 
NIHEAC rereview of outside activities concurrent with the Blue 
Rihbon Panel. Last week I learned new information relative to this 
activity that Biospect requested raw data which we make publicly 
available to anyone. Because this new information might create 
even the slightest potential perception of a conflict, I immediately 
withdrew this activity. That is because my Government mission is 
sacred to me. 

In conclusion, I am honored to serve as a scientist in the intra- 
mural program of the NCI. I have cherished the opportunity to par- 
ticipate in the creative intellectual environment that I feel is un- 
paralleled in the world. 

[The prepared statement of Lance A. Liotta follows:] 

Prepared Statement of Lance A. Liotta, Chief of the Laboratory of Pathol- 
ogy AND Chief of the Section of Tumor Invasion and Metastases in the 

Center for Cancer Research, National Cancer Institute, NIH 

Thank you Chairman Greenwood and Members of the Committee for the oppor- 
tunity to appear before you today to discuss my role as a scientist at the NIH and 
my various collaborative efforts. 

I grew up loving science. My father was a science high school teacher. Both of 
my parents encouraged my inquisitiveness and creativity. I began inventing things 
at an early age. By college I was spending my summers working and inventing solu- 
tions for the Dupont Corporation at its Experimental Station in Wilmington, Dela- 
ware. I have always had a passion to be an inventor, and today I have over 80 pat- 
ents and patents pending, which list me as an inventor. 

My interest in medical diagnostics and pathology began during my undergraduate 
years (1965-1969). At that time I began doing research that led to patents for diag- 
nostic test technology for infectious disease, as well as, general blood and body fluid 
testing methodologies. While in medical school, I was employed part time as a med- 
ical laboratory technician for the medical student health clinic. I was responsible for 
blood, culture and urine analysis, including the report generation. This training al- 
lowed me to gain exposure and expertise within the broad field of diagnostic testing 
methodology, and pathology diagnostic service labs. 

I received my Ph.D. in Biomedical Engineering from Case Western Reserve Uni- 
versity (“CWRU”) in 1974. Two years later, I graduated from CWRU’s M.D./Ph.D. 
program with my M.D. My Ph.D. work focused on mathematical modeling and ex- 
perimental analysis of cancer invasion and metastasis. Cancer metastasis is the 
very definition of malignancy and causes this disease to be lethal. My Ph.D. allowed 
me to gain broad expertise in instrumentation, computer algorithms, mathematical 
modeling, and experimental animal models of cancer and analysis of clinical 
pathologic material. The results of my research convinced me that a major medical 
need was an improved understanding of when and why cancer becomes malignant. 
Because I was enrolled in the M.D./Ph.D. program, my Ph.D. research was super- 
vised by both the Pathology Department of the Medical School and the Biomedical 
Engineering Department. 

In parallel with my Ph.D. studies, I worked to achieve an M.D. with an eye to- 
ward a career as a research pathologist. For this reason, I took special clinical rota- 
tions in diagnostic monitoring and diagnostic pathology laboratory services. When 
I considered the next stage of my career, the NIH intramural program offered a su- 
perb environment that would support my creative freedom to pursue research con- 
tributions that could benefit public health. 

Within 7 years of joining the NCI, as a pathology resident, I became Chief of the 
Laboratory of Pathology and Chief of the Section of Tumor Invasion and Metastasis, 
now part of the Center for Cancer Research. In these capacities I have three types 
of intramural duties: clinical service, training of research and clinical fellows, and 
cancer research. I am very proud of the outstanding clinical service provided by my 
laboratory staff to the NIH. We are responsible for all anatomic pathology service 
for the entire NIH. Our Lab hosts a world-class residency program. Here we recruit 
and train research-oriented pathologists who become academic leaders. My research 
contributions, supported by the NCI program, have generated more than 500 schol- 
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arly publications. This productivity is only a reflection of the wonderful colleagues 
and collaborators working in the special environment of the NIH, as well as the vi- 
sion and support of the NCI and NIH leadership. 

I am proud to have further served the NIH as the Deputy Director for Intramural 
Research under NIH Director, Dr. Bernadine Healy. I played a major role in setting 
up the Intramural Human Genome Program. This job gave me a great appreciation 
of the significant ways in which the NIH environment has continued to attract top- 
notch minds. 

My research accomplishments to date span a wide range of scientific and clinical 
disciplines, including: 

Cancer Metastasis — My work along with my collaborators is recognized as a 
groundbreaking effort to investigate the process of tumor invasion and metastasis 
at a molecular level. In the mid 1970s, we proposed and experimentally dem- 
onstrated the linkage between angiogenesis onset and tumor invasion and meta- 
static dissemination. We proposed the concept of metastasis suppressor genes. Con- 
sequently, scientists in my Laboratory of Pathology discovered a series of novel 
genes and proteins, which regulate cancer invasion and metastasis, thereby pro- 
viding new strategies for cancer diagnosis and treatment. As a demonstration of the 
originality of these discoveries, all are covered by U.S. government-owned patents, 
both issued and filed. 

New Technology for Micro Analysis of Tissue — My laboratory has invented 
technology in the fields of pathology diagnosis, microdissection and proteomics. Our 
group invented Laser Capture Microdissection (LCM), which was developed through 
a research CRADA (Cooperative Research and Development Agreement) with Arc- 
turus, Inc. and, thereby, rapidly commercialized. This technology is now in use in 
more than 1000 labs worldwide. The technology has enabled investigators for the 
first time to make broad discoveries in genomics, functional genetics, and is now ex- 
tending into personalized medicine. This partnership is a prime example of what the 
NIH CRADA mechanism is designed to do: turn bench research into practical appli- 
cations. 

Clinical Proteomics Program — We created the first joint agency initiative be- 
tween the NCI and the FDA in 1998 to develop new technology for the discovery 
of proteins important for cancer diagnosis and therapy, using actual human tissue 
and body fluids. Dr. Emanuel Petricoin of the FDA and I serve as co-directors. This 
initiative is now called the NCI/FDA Clinical Proteomics Program (CPP). 

Individualized Cancer Therapy — Under the CPP, we proposed that LCM, com- 
bined with a new type of protein array, also developed in the CPP, constituted a 
new paradigm for patient-tailored medicine. The promise of this approach is im- 
proved therapeutic efficacy with lower toxicity, using a panel of drug treatments, in- 
dividualized for the patient’s tumor. This technology has already been translated to 
use in patients. It is being applied to patient tissue biopsies, conducted before, dur- 
ing and after experimental therapy, as part of ongoing NCI Clinical Center Trials. 

Diagnostic Tools for Detection of Early-Stage Cancer — Another major initia- 
tive has been in the field of early detection of cancer. In 1997, based on our initial 
studies, we hypothesized that a large number of previously undiscovered and un- 
known protein markers were generated in the tissue and spilled into the blood, as 
a record of the disease state or the physiologic state. This hypothesis predicted that 
cancer developing in the tissue contained or shed proteins, which could be used as 
a test for early diagnosis. Our challenge was not knowing the identities of these 
molecules. 

Proteomic Pattern Diagnostics — In 1998, in order to explore the potential ex- 
istence of this new list of diagnostic markers, we applied mass spectrometry for 
fingerprinting analysis of tissue and blood. This was a well-established technology, 
but had not yet been applied to microdissected tissue. Even though we did not know 
the identity (name, sequence) of the molecules underlying the pattern fingerprints 
we recognized that this data supported our hypothesis that a large treasure-trove 
of previously unknown diagnostic markers existed. In our early studies, we analyzed 
our mass spectral data using visual graphing and the pattern recognition software 
that was commercially available. As we reported publicly at the American Associa- 
tion of Cancer Research in 1999, our results indicated the existence of a rich source 
of unknown markers in cancer tissue. We also reported on the first evidence of mass 
spectral fingerprinting diagnosis of cancer. Prior to this public disclosure, the U.S. 
government filed patents on this concept. 

Our next step, during the fall of 1998 and spring of 1999, was to look in great 
depth at human serum samples from cancer and non-cancer patients, using a vari- 
ety of analytical methods. We realized, based on our previous findings and expertise, 
that a large number of pattern recognition approaches existed for spectral analysis, 
including applications to mass spectrometry. Subsequently, under a government ma- 
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terial transfer agreement, Correlogic Systems software was employed to analyze our 
mass spectral data. The result was a publication in the LANCET, describing the po- 
tential research feasibility of using mass spectral fingerprints in serum for early 
stage ovarian cancer detection. Based on this reduction to practice, a patent jointly 
owned by the U.S. Government and Correlogic was filed. I am named as an inventor 
on this application. This promising research collaboration was extended to explore 
additional research applications under a research CRADA. This CRADA did not in- 
clude the identity of the molecules themselves, nor did it constrain the U.S. govern- 
ment from its ongoing evaluation and use of other pattern recognition methods. In- 
stead, the CRADA was aimed at evaluating the use of Correlogic’s software for addi- 
tional research topics. 

The impact of this work from 1998 to 2002 is best exemplified by the fact that 
at the latest meeting of the American Association of Cancer Research, hundreds of 
scientists reported on exploring this field of proteomics pattern recognition, using 
a variety of methods. 

An Abundance of New Diagnostic Marker Candidates 

Our lab’s consistent goal has been three-fold. 1) identification of the proteins pre- 
dicted to exist by our original hypothesis, 2) continuous posting of our raw mass 
spectral data in the public domain, as a public service and with unfettered, full ac- 
cess (i.e., others have analyzed our raw data with their own pattern recognition 
methods and have published excellent results); and, 3) translation of these discov- 
eries to patient benefit with the highest degree of scientific rigor, as rapidly as pos- 
sible. 

To that end, under the CPP, we have recently invented next-generation tech- 
nology (patent applications solely owned by the Government and advertised in the 
Federal Register), which allows us to amplify and identify the new molecules we 
proposed to exist. Through the use of this government technology, and in collabora- 
tion with colleagues in the NCI-Fredrick proteomics facility, we have now identified 
thousands of specific proteins with diagnostic potential, which were previously un- 
known to exist in the blood. Because the U.S. government is the steward of this in- 
formation, we believe that it can have broad public health benefits and will stimu- 
late the large diagnostic industry of the U.S. 

I have been the recipient of over 30 awards for achievement in cancer research 
and translational medicine. In addition, I have received numerous PHS Commis- 
sioned Corps awards, including the NIH Director’s award, the Merit Award, the Dis- 
tinguished Service Medal, the Meritorious Service Medal, the Surgeon General’s Me- 
dallion, and the Surgeon General’s Exemplary Service medal. Mr. Chairman, with 
the committee’s permission, I would like to include my C.V., which provides further 
details concerning my publications, patents, and related career information. 

According to published information, this committee is investigating outside activi- 
ties by NIH scientists. Because I have had outside activities during the course of 
my career, let me address this issue. I take my job as a dedicated public servant 
very seriously. I believe that I have upheld and maintained the highest ethical 
standards in all of my official capacity over the years as Chief of the Laboratory 
of Pathology, Chief of the Section of Tumor Invasion and Metastasis, and former 
Deputy Director for Intramural Research. At all times, I have endeavored to follow 
the regulations governing outside activities. I have consulted with the appropriate 
personnel within the NIH when guidance was needed with respect to such regula- 
tions. I would never knowingly engage in any conflict of interest and would imme- 
diately cease such activity if there were a change in circumstance that would lead 
me to believe that an approved outside activity had become one which involved a 
conflict. 

The research CRADA with Correlogic was signed in April 2002. At that time, 
Correlogic was a software company with an established proprietary pattern recogni- 
tion software using a genetic algorithm with a lead cluster analysis. The purpose 
of the CRADA was to study the application of Correlogic’s specific algorithm to ana- 
lyze spectral data that had been generated and would be generated by the NCI/FDA 
Clinical Proteomics laboratory (“the Lab”) from blood samples run on the commer- 
cially available SELDI-TOF mass spectrometer that the Lab had purchased in 1998. 
The CRADA’s goal was to find unique discriminating patterns of unknown entities 
revealed by Correlogic’s proprietary algorithm applied to raw mass spectral data the 
Lab had generated, and would generate. I began an NCI approved consulting with 
Biospect in December, 2002. My understanding was that Correlogic was a software 
company, in contrast with Biospect, that I understood to be a scientific instrument 
company. When I began consulting with Biospect, I understood Biospect was in the 
early stages of developing a new instrument and scientific technology which em- 
ployed its proprietary chemistry to separate and identify molecules. I understood 
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Biospect desired to explore the use of blood and body fluids from animal and human 
sources with the goal of discovering molecules for biological and medical applica- 
tions. 

In view of new information obtained within the last week, I ended my outside ac- 
tivity with Biospect. This activity had been approved repeatedly by my supervisor 
and the NCI Deputy Ethics Counselor. During this past week I specifically learned 
that Biospect requested certain information from the NIH. For me, this caused con- 
cern. As a result, I terminated my relationship with Biospect effective immediately. 

When I first came to the Cancer Institute at the NIH in 1976 to join the pathology 
residency program, I was fresh out of medical school. I so loved the climate of intel- 
lectual freedom there, that I decided to stay. Here it is 28 years later. I am very 
proud to be a part of the NIH and the NCI. I am humbled in my hope that any 
of my contributions may have added to the international renown of those institu- 
tions. I have always been thrilled to work with colleagues who are so very dedicated 
to save lives and reduce suffering through the advancement of scientific knowledge. 

In closing, Mr. Chairman, I wish to express my gratitude to the CCR, NCI, NIH 
and PHS for giving me the opportunity to serve the public benefit within a special 
creative environment that respects its scientists as individuals. Here at the NIH a 
critical mass of scientists from multiple agencies can work together to further sci- 
entific knowledge and employ this knowledge for the common goal of saving lives. 

Mr. Greenwood. Thank you, Dr. Liotta. 

Dr. Petricoin, do you have an opening statement, sir? Okay. You 
are recognized for 5 minutes. 

TESTIMONY OF EMANUEL PETRICOIN 

Mr. Petricoin. Thank you, Mr. Chairman. Mr. Chairman, I am 
pleased to he here today, so that I may provide answers to the best 
of my ability to any questions that you may have and to share with 
you any relevant insights. 

My name is Dr. Emanuel F. Petricoin, and I am a senior investi- 
gator in the Office of Cell, Tissue, and Gene Therapies in the Cen- 
ter for Biologies Evaluation and Research at the U.S. Food and 
Drug Administration. 

I have been a U.S. Government employee since 1993, and I have 
been honored to spend the entirety of my post-graduate career in 
the Public Health Service. I understand from the news coverage 
and your letter of invitation that you are investigating NIH ethics 
concerns, consulting arrangements, and outside awards. 

I appreciate the seriousness with which you are taking this in- 
vestigation. I hope that I can provide information that will help 
you. I believe that my outside activities, all of which were sub- 
mitted, reviewed, and approved, according to the procedures in 
place, were performed to the highest ethical standards. 

I believe I followed, to the best of my ability, not only instruc- 
tions but also the intent of the ethics guidelines. On May 7, 2004, 
I was informed that Biospect, with whom I had an approved out- 
side activity, had been recently and now considered based on a re- 
review to be a significantly regulated entity. As a result of this new 
classification, this approval had been revoked. 

Upon notification of that decision, I immediately and without 
hesitation, ended this outside activity. I want to note that my ap- 
proved outside activity with Biospect was listed on all of my filed 
OGE 450 forms, the executive branch confidential financial disclo- 
sure report. And even that as of the last review cycle, in the winter 
of this year, this activity was found not to be in question. 

Mr. Chairman, I heard your opening statements, and I wanted 
to assure you that at no time did I directly consult with Biospect 
about the work and our research created with Correlogic, or pro- 
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vide them with any secret or non-public information. Moreover, I 
believe that my consulting agreement prohibited that very specific 
activity conducted with Correlogic under our research CRADA. 

Mr. Chairman, ever since I can remember, I have wanted to be 
a scientist. My family always jokes with me about how they never 
recall me wanting to do anything else. From the time I won my 
first science fair ribbon in the fourth grade until today, I have 
never envisioned myself doing anything else. 

I am also Washington, D.C. local. I remember as a child driving 
by the NIH and naval hospital and staring in disbelief at the size 
of the buildings and that everyone inside were all scientists. I 
stand before you today as an individual who I believe has been try- 
ing to make a difference in the public health, especially in light of 
my father’s death from a sudden heart attack when I was 21 and 
my mother’s current battle with breast cancer. 

My time spent in high school and college working first as a pa- 
tient transporter, then in a microbiology and clinical laboratory, so- 
lidified my decision to work in an area of science that could directly 
affect people’s lives. I could not wait to go to college. I drove head- 
long into the microbiology major, receiving my Ph.D. — my degree in 
3 years and my Ph.D. in 5 years. 

My Ph.D. research focused on the analysis of genes, proteins, and 
surface molecules for gonorrhea vaccine development. I was imme- 
diately drawn to a project that did not seem esoteric but might 
allow me to contribute to work that could actually lead to a vaccine 
some day. 

During my thesis work, I gained expertise in immunology, cell bi- 
ology, biochemistry, protein chemistry, protein separation and frac- 
tionation methodologies, and was introduced into mass spectrom- 
etry analysis. During my part-time employment at the Southern 
Maryland Hospital, I gained valuable expertise in tissue and body 
fluid collection methods, and in clinical sampling, handling, and 
storage methods. 

Moreover, I became adept and fully trained using a variety of 
robotic and microfluidic technologies. This combined experience and 
research in diagnostic practice was the basis of my choice to seek 
a post-graduate career in translational medicine on my continuing 
journey for bench to bedside applications. 

From 1990 to 1993, I was a National Research Council fellow in 
a post-doctoral position in the Division of Cytokine Biology at FDA. 
I was very interested in a career with cancer-based applications, 
and because of my Ph.D. training realized that new classes of mol- 
ecules and proteins were being developed which may really have an 
impact some day. 

As icing on the cake, I was able to work in an FDA facility at 
the NIH, the Nation’s premier research institute and my childhood 
fantasy. From my post-graduate work I gained valuable expertise 
in signal transduction biology, protein interaction technologies, pro- 
tein phosphorylation, and cytokine biology. 

As I entered the twilight of my post-doctoral training, I was in- 
tent on being a research scientist working for direct patient benefit. 
My time spent as a post-doctoral student at an FDA facility re- 
viewed a different, but equally important, aspect of the translation 
and delivery of medical benefit to the bedside that I had not recog- 
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nized before. And I was impressed by the FDA scientists I 
interacted with. 

I successfully competed for a publicly advertised, tenured track, 
U.S. Government position in 1993 and was tenured in the Center 
for Biologies Evaluation and Research in 1998. And I am proud 
that my entire post-graduate career has been spent as a U.S. Gov- 
ernment scientist working at the Food and Drug Administration. 

In 1997, as a result of a series of highly cited publications from 
the laboratory of Dr. Lance Liotta, I decided to work with him on 
a joint interagency agreement and entered into an agreement 
where we were focusing on translation of research at the bench to 
bedside practices. 

I finally realized my dream job — working at the FDA and learn- 
ing about the process of delivering safe and effect medicine to the 
public. Let me explore and expand my scientific talents which link 
back to the times of my laboratory experience at a hospital as a col- 
lege freshman. 

Mr. Chairman, I certainly receive many outside activity requests 
every year. Almost all of these are dismissed immediately, because 
they are invitations which directly relate to my official duties as an 
FDA employee and my ongoing U.S. Government scientific re- 
search. 

I consider only those requests that invite me to participate not 
because of my IJ.S. Government position and FDA expertise, but 
because of my general scientific expertise built up over the years. 
In those instances where I choose to pursue the opportunity, I al- 
ways submit an HHS 520 form. Request for Outside Activity. 

This approval form — request form is then approved or declined 
after due diligence under currently established procedures. I would 
never knowingly pursue any activity which I felt would run counter 
to this process. And I certainly would never knowingly pursue or 
continue any outside activity which I felt was in conflict with a ca- 
reer spent as a scientist in the pursuit of public and patient ben- 
efit. 

In closing, Mr. Chairman, I wish to express my gratitude to 
CBER, the FDA, and the Public Health Service, for providing me 
a working environment and research funding support for a body of 
work which I believe is highly successful and is one that I am ex- 
tremely proud of. 

I will answer, as best I can, any questions you and the panel 
have for me. 

[The prepared statement of Emanuel Petricoin follows:] 

Prepared Statement of Emanuel F. Petricoin, Senior Investigator, Office of 

Cell Tissue and Gene Therapies, Center for Biologics Evaluation and Re- 
search 

Mr. Chairman, I am pleased to be here today so that I may provide answers, to 
the best of my ability, to any questions that you may have and share with you any 
relevant insights. My name is Dr. Emanuel F. Petricoin III, and I am a Senior In- 
vestigator, in the Office of Cell, Tissue and Gene Therapies in the Center for Bio- 
logies Evaluation and Research, within the US Food and Drug Administration. I 
have been a US Government employee since 1993, and have been honored to spend 
the entirety of my post-graduate career in the Public Health Service. 

I understand from the news coverage and your letter of invitation that you are 
investigating NIH ethics concerns, consulting arrangements and outside awards. I 
appreciate the seriousness with which you are taking this investigation. I hope that 
I can provide information that will help you. I believe that my outside activities, 
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all of which were submitted, reviewed and approved according to the procedures in 
place, were performed to the highest ethical standards. I believe I followed, to the 
best of my ability, not only the instructions but also the intent of the ethics guide- 
lines. On May 7tb, 2004, I was informed that Biospect, with whom I had an ap- 
proved outside activity, had been recently and now considered, based on a re-review, 
to be a significantly regulated entity. As a result of this new classification, this ap- 
proval had been revoked. Upon notification of that decision, I immediately and with- 
out hesitation ended this outside activity. I want to note that my approved activity 
with Biospect was listed on all of my filed OGE 450 forms (Executive Branch Con- 
fidential Financial Disclosure Report), and that even as of the last review cycle, this 
activity was found not to be in question. 

BACKGROUND REGARDING MY CAREER 

Ever since I can remember, I have wanted to be a scientist. My family always 
jokes with me about how they can never recall me wanting to do anything else. 
From the time I won my first science fair ribbon in the 4th grade until today, I have 
never envisioned myself doing anything else. Mr. Chairman, I am a Washington DC 
local. I remember as a child, driving by the NIH and the Naval Hospital and staring 
in disbelief at the size of tbe buildings where everyone inside were all scientists!! 
I stand before you today as an individual who I believe, has been trying to make 
a difference in the public health, especially in light of my father’s death from a sud- 
den heart attack when I was 21 and my mother’s battle with breast cancer. My time 
spent in high school and college working first as a patient transporter, then in a 
microbiology and clinical laboratory, solidified my decision to work in an area of 
science that could directly affect people’s lives. 

I could not wait to go to college. While many of my friends and dorm mates waited 
until their sophomore years to declare a major, at the University of Maryland I 
charged headlong into the Microbiology major, received my degree in 3 years, and 
received my PhD in Microbiology in five years in 1990. My PhD research focused 
on the analysis of genes, proteins and surface molecules for gonorrhea vaccine devel- 
opment. I was immediately drawn to a project that didn’t seem esoteric, but might 
allow me to contribute to work that could actually lead to a vaccine some day. Dur- 
ing my thesis work, I gained expertise in pathogenic microbiology and infectious dis- 
ease analysis, immunology and cell biology, biochemistry and protein chemistry, pro- 
tein separation and fractionation methodologies, and mass spectrometry analysis of 
molecules within complex biological and bacterial samples. I successfully identified 
and characterized the first gene for a gonorrhea surface molecule that later became 
considered for a potential vaccine target. We employed a variety of protein analyt- 
ical techniques, and were one of the first scientific groups to successfully employ 
mass spectrometry to analyze the sugars attached to lipids on the surface of disease- 
causing bacteria. Moreover, as a consequence of my PhD studies, I became facile in 
the handling of clinical specimens and body fluids as well as diagnostic testing 
methods for bacterial characterization. During my part-time employment at South- 
ern Maryland Hospital, I gained valuable expertise in tissue and body fluid collec- 
tion methods, clinical sample handling and storage methods, and clinical diagnostic 
technology. Moreover, I became adept and fully trained using a variety of robotic 
and microfluidic technologies. This combined experience in research and diagnostic 
practice was the basis of my choice to seek a post-graduate career in translational 
medicine — on my continuing journey for bench-to-bedside applications. 

POST-DOCTORAL CAREER 

From 1990 until 1993 I was a National Research Council Fellow in a post-doctoral 
position in the Division of C 3 d;okine Biology, CBER/FDA. I was very interested in 
cancer-based applications, and because of my PhD training, realized that new class- 
es of molecules and proteins were being developed which may really have an impact 
someday. However, the scientific community lacked knowledge about the way these 
proteins communicated with cells and what really caused cells to grow, die and 
spread uncontrollably. I was drawn to a laboratory which was focused on tr 3 dng to 
understand how a widely known protein, interferon, actually worked and caused 
cancer to die or quelled viral infections. As icing on the cake — I was able to work 
at an FDA facility that was at the NIH — the Nation’s premier research institute and 
my childhood fantasy. During my post-graduate work, I gained valuable expertise 
in signal transduction biology, protein-protein interaction methodologies, protein 
phosphorylation, and cytokine biology. For the first time, our laboratory identified 
and characterized members of a signaling pathway that later became the well 
known “JAK-STAT” pathway. This pathway is now thought to regulate and be in- 
volved in viral disease, inflammation, and cancer. Additionally, during my post-doc- 
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toral fellowship, I was able to extend my graduate expertise using mass spectrom- 
etry and protein separation methods by emplojdng new proteomic technologies. 
Using these tools, I identified and sequenced a new protein, produced by many dif- 
ferent cancer cell lines. This protein was experimentally demonstrated to interfere 
with interferon activity. 


JOINING FDA/CBER 

As I entered the twilight of my post-doctoral training, I was intent on being a re- 
search scientist working directly for patient benefit. My postgraduate work on the 
NIH campus made me realize that the unique environment provided by a vibrant 
scientific community all striving for translational medical benefit was the place I 
wanted to stay. My time as a post-doctoral student in an FDA facility revealed a 
different but equally important aspect to the translation and delivery of medical 
benefit to the bedside that I had not recognized before. I was intrigued and im- 
pressed by the FDA scientists I interacted with. I was intrigued by their unique 
combination of bench-side research talents as well their understanding of what it 
took to get a biologic approved for clinical benefit. I decided that I could blossom 
in such a role and was ecstatic that in 1993, I successfully competed for a publicly 
advertised tenure-track US Government position. I was tenured in the Center for 
Biologies Evaluation and Research in 1998, and am proud that my entire post-grad- 
uate career has been spent as a US Government scientist working at the US Food 
and Drug Administration. 

fda/nci collaboration established 

In 1997, as a result of a series of highly cited scientific publications from the lab- 
oratory of Dr. Lance A. Liotta of the NCI, I contacted Dr. Liotta to discuss potential 
collaborative opportunities to use proteomic analysis of laser capture microdissected 
human cancers. This discussion resulted in the first joint Interagency Agreement 
(lAG) between the FDA and the NCI. The focus of this lAG was to work jointly to- 
gether to develop and test new proteomic technology for clinical and translational 
applications. I had finally realized my dream job. Working at the FDA and learning 
about the process of delivering safe and effective medicine to the public let me ex- 
plore and expand my scientific talents which linked back to my times as a college 
freshman working in a hospital lab. 

Based on our combined research and clinical expertise, we embarked on a variety 
of research projects that employed a variety of emerging proteomic technologies for 
discovery of diagnostic biomarkers and therapeutic targets. The overarching goal 
was to develop and evaluate methods for personalized medicine and early detection 
of cancer as a means to provide translational public health impact with a high de- 
gree of scientific rigor and an eye towards rapid patient benefit. This goal has been 
a consistent cornerstone of our joint collaboration. During the past 6 years, our pro- 
gram has successfully developed a number of new exciting proteomic technologies, 
with over 90 publications to our credit. These publications are the direct result of 
a talent pool of highly creative scientists both within the program itself as well as 
our fantastic set of scientific collaborators outside the program. We have entered 
into several documented US Government Material Transfer Agreements (MTA) and 
US Government Cooperative Research and Development Agreements (CRADA) that 
have proved highly successful. Within each of these agreements and arrangements 
we sought a clear path to facilitating and translating our work to public benefit 
without constraining our ability to maintain the necessary independent and creative 
freedom that has served us so successfully. In addition to the need to maintain cre- 
ative freedom to operate, we are driven by a transparent process of proteomic data 
dissemination into the public domain. We are proud that as US Government sci- 
entists, we were the first group to offer all of our mass spectral data in the public 
domain, and continue to provide all of our data to the entire scientific community 
as a public service. This public dissemination of data and transparency has been 
commended by the National Cancer Advisory Board. We are also proud that while 
we were the first group to demonstrate the use of mass spectrometry based protein 
fingerprinting for cancer applications in the spring of 1999, recently hundreds of sci- 
entists at the latest meeting of the American Association of Cancer Research (April 
2004) are reporting independent success using a variety of different approaches. Our 
raw data has been downloaded over 500 times in the past two years, and scientists, 
from around the world, including a 2002 National Medal of Science Winner, named 
by President Bush as one of the nation’s leading scientists, have published ex- 
tremely exciting results using our raw data as the basis of their own pattern rec- 
ognition methods and tools. 
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Our ongoing work continues to accelerate. We have recently invented new tech- 
nology that is wholly owned by the Government and has been advertised in the Fed- 
eral Register. This has allowed us to identify thousands of new biomarker molecules 
that may be useful for cancer and disease diagnosis. We believe that this new diag- 
nostic information archive, never before known to exist in the blood, may contain 
important information for the detection of many diseases — not just cancer. We hope 
that this information can translate into broad public health benefit. 

I certainly receive many outside activity requests every year. Almost all of these 
I dismiss immediately because they are invitations, which directly relate to my offi- 
cial duties as an FDA employee and my ongoing US Government scientific research. 
I consider only those requests that invite me to participate not because of my US 
Government position, but because of my general scientific expertise which encom- 
passes my lifetime as a scientist, and whose activities are directly unrelated to my 
government job. In those instances where I chose to pursue the opportunity I always 
submit an HHS 520 form for approval. This approval form is approved or declined 
after due diligence under current established procedures. I would never knowingly 
pursue any activity which I felt would run counter to this process, and I certainly 
would never knowingly pursue or continue any outside activity which I felt was in 
conflict with a career spent as a scientist in the pursuit of public and patient ben- 
efit. 

In closing, Mr. Chairman, I wish to express my gratitude to CBER, the FDA and 
PHS for providing for me a working environment and research funding support for 
a body of work which I believe is highly successful and is one that I am extremely 
proud of. I will answer, as best I can, any questions you may have for me. 

Mr. Greenwood. Thank you. Am I pronouncing — is it Petricoin? 

Mr. Petricoin. Yes, sir. 

Mr. Greenwood. Okay. I am advised that neither Dr. Barrett 
nor Dr. Barker have opening statements. Is that correct? You do 
not have opening statements. Okay. But you are prepared to an- 
swer our questions. Very good. Thank you. 

All right. And before I tegin, because one could not miss the pas- 
sion in both of your statements, Dr. Liotta and Dr. Petricoin. There 
is no one who is questioning that you are a splendid scientist. 
There is no one questioning that you have chosen careers that are 
highly valuable to mankind. 

It is an unusual phenomena for Federal employees to work — at 
the same time they are Federal employees to work in the private 
sector as well. And it obviously raises a host of ethical issues. And 
what this hearing is about, and what this committee is about, is 
trying to sort our way through these ethical issues. 

We know things have gone wrong at the NIH ethically. We know 
that there are well-document instances of that. We are trying to 
understand the underlying rules, policies, culture, that has — that 
leads to this, and that is why you find yourselves in front of us 
today. I am sure you would rather be almost anywhere else, but 
I am going to proceed with questions and hope you will understand 
the spirit in which they are given. 

Let me start with you, Mr. Petricoin. Some of these questions are 
elementary, but I am — just follow with me here. Dr. Petricoin, do 
you accept a Government check? 

Mr. Petricoin. I accept a Government check, sir, is that what 
you 

Mr. Greenwood. Yes. 

Mr. Petricoin. Yes. 

Mr. Greenwood. When do you get paid? You need to pull the 
microphone, make sure it is on and close to your mouth. Okay. 
When do you get paid? Every 2 weeks? 

Mr. Petricoin. Yes, sir. 
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Mr. Greenwood. Okay. And you put that check in a bank ac- 
count and you spend the money. 

Mr. Petricoin. Yes, sir. 

Mr. Greenwood. Okay. And when you joined the FDA, you were 
briefed on ethics, is that correct? 

Mr. Petricoin. Yes. There was ethics training that I attended. 

Mr. Greenwood. Very good. You have received annual training? 

Mr. Petricoin. Yes. 

Mr. Greenwood. Okay. You have received ethics counseling? 

Mr. Petricoin. Ethics counseling, sir? The annual ethics train- 
ing. 

Mr. Greenwood. Have you ever spoken to Vincent Tolino in the 
Ethics Office? 

Mr. Petricoin. Yes, sir. 

Mr. Greenwood. Okay. Was that for counseling from Mr. Tolino? 

Mr. Petricoin. Yes, sir. There was times when Mr. Tolino would 
advise me. 

Mr. Greenwood. Right. So I am just trying to distinguish that 
between routine — that and routine training. Are you with me? 
Okay, sir. 

You knew the restrictions included — and you knew that there 
were restrictions on certain outside activities, correct? 

Mr. Petricoin. Yes, sir. 

Mr. Greenwood. Okay. And you knew that restrictions include 
no outside consulting with significantly regulated entities like Bio- 
technology companies, is that correct? 

Mr. Petricoin. Yes, sir. I realized there were restrictions on 
these significantly regulated entities. 

Mr. Greenwood. Is Biospect a biotechnology company? 

Mr. Petricoin. When Biospect approached me in 2002, it was my 
understanding that they were an instrument company that was de- 
veloping technology for protein separation, fractionation, and iden- 
tification. I looked at the FDA yellow book, which lists the signifi- 
cantly regulated entities. They were not listed. 

And according to what was on the Ethics homepage, the next 
step was to see if greater than a certain percentage — I think — I be- 
lieve to the best of my recollection it is 10 percent — of their gross 
revenues were regulated by the FDA. Since this was apparently a 
new company, a startup company, the focus of their efforts was, in 
fact, to find out applications for this tool. 

Mr. Greenwood. Did you decide it was not a biotechnology com- 
pany? 

Mr. Petricoin. Yes, sir, based on the fact that the next deter- 
mination was on my looking at the FDA website. 

Mr. Greenwood. Was there any question in your mind that it 
was a technology company? 

Mr. Petricoin. Yes. I think it was a technology company. 

Mr. Greenwood. Why do you think it called itself bio- 
technology — Biospect? 

Mr. Petricoin. Well, the determination of a significantly regu- 
lated entity, when there isn’t a revenue stream, is that to the best 
of my understanding that all of its activities are solely regulated 
by the FDA. And in terms of what my understanding of Biospect 
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was, that did not appear to be the case. There is many areas that 
are — of science and technology that the FDA does not regulate. 

Mr. Greenwood. So you thought it could — I just want to — did 
you think it was a biotechnology company? 

Mr. Petricoin. Not necessarily. I think that 

Mr. Greenwood. I mean, not — I am not asking you based on the 
yellow book. I am saying, you look at this company, you see what 
it does, what its mission is, and you know it is a technology com- 
pany. You know it uses mass spectroscopy. And it is working with 
biological materials, is it not? 

Mr. Petricoin. Yes. 

Mr. Greenwood. So, I mean, wouldn’t it seem on the surface to 
be a biotechnology company, if ever there was one? 

Mr. Petricoin. Well, not necessarily, because as I looked at 
those companies that were also on the list of approved entities, 
there were many entities which did technology that directly related 
to biotechnology, for example. 

Mr. Greenwood. Okay. All right. 

Mr. Petricoin. And so I submitted the approval to those that 
could make the decision better than I. I am a scientist, not a law- 
yer, so I 

Mr. Greenwood. That is fine. Okay. So if you would turn to Tab 
27 in that notebook in front of you. That is what you just ref- 
erenced. That is your request for approval of an outside activity, 
which you submitted to the FDA. And you provided information on 
the form about Biospect and the agreement you were engaging in 
with them. 

Okay. Where did you get the information that you needed about 
the company to fill that form out? 

Mr. Petricoin. This was based on an invitation letter and dis- 
cussions with one of the principals that contacted me to see if I 
would be interested in consulting. 

Mr. Greenwood. Okay. And what was your understanding of 
what you were being hired to do? 

Mr. Petricoin. Basically, the understanding that I was oper- 
ating under, and I operated under during the entire time, would be 
to survey the public domain for applications of their technology, in- 
cluding selling the machine itself all the way to, you know, envi- 
ronmental monitoring to discovering new molecules associated with 
disease. 

Mr. Greenwood. Okay. And did you use the same contract as 
Dr. Liotta with Biospect? 

Mr. Petricoin. Yes. Of course changing the name, things 

Mr. Greenwood. Changing the name, of course. Would you 
please look at Exhibit A from Dr. Liotta’s contract, which is at Tab 
32 of the binder on the table. The second paragraph reads, “Con- 
sulting services will relate to general professional knowledge in 
medical diagnostic technology, clinical sample acquisition, prepara- 
tion, fractionation, separation, storage, and stability, regulatory fil- 
ings, and regulatory inspections related to clinical pathology lab- 
oratories, e.g. CAP, GLIA, GMP inspections, and 510(k) or PMA fil- 
ings for new diagnostic tests.” 

Dr. Petricoin, are any of these things things that are regulated 
by the FDA? 
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Mr. Petricoin. Yes, sir. But I would like to point out that my 
consulting agreement, which I can provide to the committee, dra- 
matically differs from those statements. 

Mr. Greenwood. But that is what the company does. The com- 
pany does those things. I mean, this isn’t — I am not asking you 
whether you were doing things for the company that are them- 
selves regulated. Obviously, the FDA doesn’t regulate the looking 
up — reviewing material in the public domain, but the FDA regu- 
lates many of the things that the company does. 

Mr. Petricoin. The appearance of what Dr. Liotta would provide 
them as a consult does not necessarily to me reflect that they had 
solely wanted to do FDA regulatory mission-related work. 

Mr. Greenwood. Okay. 

Mr. Petricoin. I think at the time they were exploring every op- 
tion. 

Mr. Greenwood. But isn’t it quite abundantly clear that they 
were interested in getting a medical device approved by the FDA? 

Mr. Petricoin. I think they were exploring every option, sir. 

Mr. Greenwood. They couldn’t use the device, the device 
couldn’t be used if it were not approved by the FDA, could it? 

Mr. Petricoin. Actually, that’s not to my knowledge true, sir. I 
think that there are things like home brew testing, which the FDA 
does not have regulatory authority. 

Mr. Greenwood. Home what? 

Mr. Petricoin. A home brew type testing. 

Mr. Greenwood. Beer? 

Mr. Petricoin. Oh, excuse me. It’s a, the home brew is the ref- 
erence to a diagnostic testing that certain laboratories can perform 
if it’s housed in one location. At this definition, I am not an expert. 

Mr. Greenwood. Okay, but you don’t need a 510(k) for that, cor- 
rect? 

Mr. Petricoin. Yes, a 510(k) is an FDA. But GLIA 

Mr. Greenwood. Was there any. I’m trying to get at, was it not 
abundantly clear that this company was interested in getting FDA 
approval for its equipment? 

Mr. Petricoin. It was not abundantly clear to me. My under- 
standing was they were looking at every aspect of science and tech- 
nology. And science and technology being such a huge field, and the 
regulations that I saw in place on the FDA website, where 

Mr. Greenwood. Wasn’t the wonderful promise, or isn’t the won- 
derful promise of this technique, this device, that it is going to be 
able to allow for us to have very advanced diagnoses of potential 
cancer victims? Isn’t that what it’s all about? 

I mean isn’t that what they’re, isn’t that the grandeur of their 
idea? 

Mr. Petricoin. Not to my understanding. 

Mr. Greenwood. Okay. 

Mr. Petricoin. That they had really no specific application that 
they were looking at. They had developed the technology and plat- 
form and they were looking at avenues to use them. That’s what 
my consultation was, was to look into the public domain at where 
any application, where technology such as this could possible by 
used. 

Mr. Greenwood. Why do you think they wanted you? 
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Mr. Petricoin. I assume because of my expertise and my reputa- 
tion. 

Mr. Greenwood. In general, but not, not because of your exper- 
tise in the way FDA works? 

Mr. Petricoin. Absolutely not. 

Mr. Greenwood. Okay. 

Mr. Petricoin. At no time did they ever ask me, nor did I give 
any advice on FDA. 

Mr. Greenwood. I understand that. Did your consulting agree- 
ment with Biospect include this language? I think you said it is dif- 
ferent. Your consulting agreement with Biospect did not include 
the language that I just had you look at in Title 32 , Tab 32 , rather? 

Mr. Petricoin. That’s right. And I would be happy to provide the 
committee with my consulting 

Mr. Greenwood. Okay, we would appreciate that. Is Correlogic 
working on pattern-recognition based technology? 

Mr. Petricoin. Yes, sir. 

Mr. Greenwood. Okay. And we — oh. I’m sorry. Is Biospect work- 
ing on pattern-recognition technology? Pattern-recognition based 
technology, is Biospect working on that? 

Mr. Petricoin. The first time that I heard that Biospect was 
working with pattern analysis, was when my Center Director, 
Jesse Goodman, brought me into his office. 

Mr. Greenwood. Who did? 

Mr. Petricoin. Dr. Jesse Goodman, the Center Director for Cen- 
ter for Biologies Evaluation and Research. 

Mr. Greenwood. Right. 

Mr. Petricoin. He brought me into his office and informed me 
that, upon a recent re-review, the FDA had determined that 
Biospect had become a significantly regulated entity, and he used 
the terms pattern analysis that they had found. And that was the 
first that I had heard reference to that. 

Mr. Greenwood. Do you know who Peter Levine is? 

Mr. Petricoin. Yes, sir. 

Mr. Greenwood. Who is he? 

Mr. Petricoin. I believe his title is the CEO of Correlogic Sys- 
tems. 

Mr. Greenwood. Do you ever recall having a conversation with 
him about his unhappiness with regard to your arrangement with 
Biospect? 

Mr. Petricoin. The recollection that I have of that conversation 
was that Mr. Levine was unhappy with the fact that there seemed 
to be a lot of former NCI employees in the company. 

Mr. Greenwood. But he didn’t — was he aware that you were — 
had this arrangement with Biospect? 

Mr. Petricoin. I believe so, sir. 

Mr. Greenwood. How would he have known that? Did you tell 
him? 

Mr. Petricoin. I 

Mr. Greenwood. Did you ever tell 

Mr. Petricoin. No. Mr. Levine had that information because on 
one of the instances in which Dr. Liotta and I went up to an office 
facility, a temporary facility where we share joint secretarial serv- 
ices, they were both actually shared by Biospect and Correlogic. 
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Maybe even in some ways highlighting how little we — there was 
no concern on our part. And so we went up there and Mr. Levine 
saw us and asked what we were doing up there, we weren’t having 
a CRADA meeting? And we told him that we were up here at a 

Mr. Greenwood. Why wouldn’t you have volunteered that infor- 
mation to him prior to that time? 

Mr. Petricoin. I didn’t see any need to. There was no overlap 
in my mind. Correlogic, in my mind, sir, was a software company 
that was using algorithms to look for hidden patterns in mass spec 
data. And those would be fingerprints that could be used for diag- 
nosis. Biospect, my understanding was, it was an instrument com- 
pany. 

It was building a platform of protein separation. It was entirely 
different. And thus, in my mind, there was really no reason to talk 
to Mr. Levine. 

Mr. Greenwood. When you were first made aware of these con- 
cerns that Mr. Levine had, did you consider terminating your con- 
sulting agreement with Biospect? 

Mr. Petricoin. I know because I thought his concerns really re- 
layed to the number of former NCI employees that were 

Mr. Greenwood. So he never expressed to you that he was un- 
happy that you were working with Biospect? 

Mr. Petricoin. I think he was unhappy that we, that, you know. 
Dr. Liotta and I had an outside activity that were perhaps taking 
away our time. I, my recollection of the conversation was that he 
expressed some question about why there were so many former 
NCI employees in the company. 

Mr. Greenwood. Why do you think he had that concern? 

Mr. Petricoin. I guess he felt that this, you know, was nepotism 
going on here? I don’t know. He just said that didn’t smell right 
to him. And I said I didn’t know that that was illegal. 

Mr. Greenwood. Dr. Barker, Correlogic made a complaint to 
NCI, did it not? Could you characterize that? 

Ms. Barker. Yes, in July 2003, actually Dr. Von Eschenbach in- 
formed me that Dr. Ren Archer, who was a consultant of 
Correlogic’s, actually I think represents them in their, some of their 
marketing activities. 

He’s with Hill and Knowlton had complained to him that he felt 
as though there might be some issues surrounding Dr. Liotta’s 
consultancy with a competing company, with which the NCI had a 
CRADA. And he represented that company, which was Correlogic. 
So I spoke with Dr. Archer and he shared that concern with me, 
and I assured him that we would examine Dr. Liotta’s consultancy 
agreement and I would actually get back to him on that. 

And that’s the only time it’s ever been raised. It hasn’t been 
raised in meetings, but it was raised in that conversation. 

Mr. Greenwood. Dr. Barrett, what was the issue that you were 
looking at, at the time? 

Mr. Barrett. Which time are you referring to, Mr. Chairman? 

Mr. Greenwood. The reference that Dr. Barker just made. 

Mr. Barrett. Oh, okay. So, I had, we had originally approved 
the outside activity in 2002. And when Dr. Barker was contacted 
by the representative from Correlogic, I then re-reviewed the mate- 
rial that was available, and called Dr. Liotta in. 
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At that point I, the question on the table, as I understood it, was 
whether or not there was any conflict between the outside activity 
and the ongoing CRADA that we had with Correlogic. 

And so I called Petricoin in, as well, to discuss how this might 
impact, if at all, the CRADA. 

Mr. Greenwood. There wasn’t a question of were they or were 
they not NCI officials and how many NCI officials, you were inter- 
ested in the question of whether there is a conflict of interest? 

Mr. Barrett. Right. I was unaware of the NCI former employees 
being members of 

Mr. Greenwood. My time has expired. Now, the gentlelady from 
Colorado. 

Ms. DeGette. Thank you, Mr. Chairman. And Dr. Liotta and Dr. 
Petricoin, I want to add to the Chairman’s sentiments. I think both 
of you are dedicated public servants and researchers and we do 
have to go into this. 

But I do not question your dedication to research or ethics. Al- 
though I think these case studies are good examples of some of the 
concerns we have. Dr. Liotta, starting with you, and also I want 
to ask you some of these same questions. Dr. Petricoin. 

In your written statement, and you alluded to this in your oral 
presentation. You said that when you first came to the Cancer In- 
stitute at the NIH, you were fresh out of medical school and you 
really loved the climate and intellectual freedom. Is that a correct 
paraphrase? 

Mr. Liotta. Yes. 

Ms. DeGette. Do you still love that climate of intellectual free- 
dom there? 

Mr. Liotta. Absolutely. 

Ms. DeGette. I would assume that’s one of the best things about 
being at the NIH is being able 

Mr. Liotta. I love 

Ms. DeGette. Is your microphone on, sir? 

Mr. Liotta. Yes, that’s why I stay at the NIH, because of that 
intellectual and creative freedom. 

Ms. DeGette. Right. Would it be fair to say that you don’t stay 
at the NIH because of your ability to do outside consulting or get 
speaking fees? 

Mr. Liotta. I stay at the NIH because I’m dedicated to the mis- 
sion, particularly of the Cancer Institute. 

Ms. DeGette. And, Dr. Petricoin, I was also struck both by your 
oral testimony and your written testimony. And I actually have a 
14 year old daughter who is like this. 

Who is so excited by the concept of researching and being a sci- 
entist. And you said in your written statement you remember as 
a child, driving by the NIH and Naval Hospital, and staring in dis- 
belief at the size of the buildings where everyone inside were all 
scientists, right? 

And so I’m going to ask you the same question. What you really 
love to do is the science, right? Now, I’m sorry, you need to say 
words for the record. 

Mr. Petricoin. Yes. 

Ms. DeGette. Now, so I have the same question, is you do this 
because of the science, is that what makes you stay at the FDA or 
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is it because of the outside contracts and speaking fees you’re able 
to attain? 

Mr. Petricoin. No, ma’am, I stay at the NIH and the FDA be- 
cause of the intellectual freedom and the creative science and the 
ability to hopefully make a public health difference. 

Ms. DeGette. And that’s why you went there a little over 10 
years ago, right? 

Mr. Petricoin. Yes, ma’am. 

Ms. DeGette. Now, Dr. Liotta, you testified that you ended your 
outside activity with Biospect last week, when you learned that 
Biospect had requested certain information from the NIH. What 
was that information? 

Mr. Liotta. That was information that was publicly available to 
everyone who asked for it, as part of our effort to disseminate the 
raw data from our studies to anyone who requests it. 

Our goal is to develop new diagnostic technology to fight cancer, 
so we want as many people to be working on that as possible. 

Ms. DeGette. Right. 

Mr. Liotta. So we provide that data freely. 

Ms. DeGette. But somehow you thought, because they were re- 
questing that data, that then created a conflict of interest for you? 

Mr. Liotta. Because I found out, unbeknownst to me, that they 
had requested that data, then I could not be completely, absolutely 
sure that they weren’t going to studying something that might 
overlap in my, with my government work. 

Even though my consulting agreement, specifically by name, ex- 
cluded 

Ms. DeGette. But because there was then a 

Mr. Liotta. Because of that potential. And I discussed it with 
my, with Dr. Barrett and Dr. Wilson, and I voluntarily withdrew 
that outside activity because I didn’t want to have even the slight- 
est possibility. 

Ms. DeGette. Thank you. How did you find out about that re- 
quest? 

Mr. Liotta. Mr. Pugash, from the NCI, told me. 

Ms. DeGette. And, and just last week? 

Mr. Liotta. That’s correct. 

Ms. DeGette. And how, did he say how he learned about it? 

Mr. Liotta. He said that in preparation for this hearing, the 
Technology Transfer Branch had been trying to study everything 
that they could, that was relevant. And this, a document came up 
that reflected a request by Biospect that came in. 

This was part of a turnkey system that I had no decisionmaking 
role in, and it just went from one office to the next. 

Ms. DeGette. Did he tell you if they found anything else that 
affected ongoing agreements between NIH Scientists and outside 
companies, as a result of the request for this hearing? 

Mr. Liotta. No, not that I recall. 

Ms. DeGette. Okay. Well, at least we’re doing some good, Mr. 
Chairman, I guess. I, now have you ever learned information in the 
midst of a consulting agreement that caused you to withdraw from 
the agreement, or was this the first time? 

Mr. Liotta. This was the first time. 
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Ms. DeGette. Okay. And this agreement, the original agreement 
was approved by ethics officials? 

Mr. Liotta. That’s right. The original agreement was approved, 
and in fact developed in concert with ethics. 

Ms. DeGette. Okay, so they actually helped you develop the 
agreement? 

Mr. Liotta. That’s right. They added language to it, they re- 
viewed it and worked together with me to develop this agreement. 

Ms. DeGette. Okay, now. Dr. Petricoin, you work at the FDA. 
So your ethics requirements are a little different. I think that’s im- 
portant to put out at this hearing. Is that correct? 

Mr. Petricoin. Yes, ma’am. It is a significantly regulated entity. 

Ms. DeGette. Significantly tighter restrictions, right? And that’s 
because your agency is actually approving these drugs, right? 

Mr. Petricoin. Yes, ma’am. 

Ms. DeGette. Now you have received honoraria and/or expenses 
to speak to a number of groups, including Pfizer, 3M, other private 
companies who clients include pharmaceutical and biotech firms, 
correct? 

Mr. Petricoin. Yes, ma’am. 

Ms. DeGette. About how many over the last ten or so years? 

Mr. Petricoin. I believe I have about 20 outside activity re- 
quests in my file. 

Ms. DeGette. About 20 outside activity — are these, now how 
many for honoraria for speaking? 

Mr. Petricoin. I believe I have only a few for, that have given 
me honoraria for speaking. 

Ms. DeGette. Okay. 

Mr. Petricoin. I have many that, or I have a number for travel 
reimbursement. 

Ms. DeGette. Oh, so you actually went and spoke at some places 
but didn’t receive honoraria, right? 

Mr. Petricoin. Yes, ma’am. 

Ms. DeGette. Now when you get invited to speak at something, 
do you go because of the honor and prestige of speaking, or because 
you might receive an honorarium? 

Mr. Petricoin. It depends on the nature of the invitation. For 
me it’s always the ability to learn when I go and give a talk. 

Ms. DeGette. Okay. 

Mr. Petricoin. I hope to learn something. And so if they invite 
me because of my general scientific expertise, it’s not related to my 
FDA expertise or my FDA job, I can, under ethics, submit a request 
for approval for both an honoraria and a travel expense. 

And I put that request forward and the FDA Ethics Office, and 
whatever process 

Ms. DeGette. Right, but the reason you go is to learn, as you’ve 
just said, not because you’re going to get paid, right? 

Mr. Petricoin. That’s right. My first level decision isn’t how I 
can get more money? 

Ms. DeGette. Right. Well, I’m asking you. I’m not asking you 
this to be insulting in any way, because that would be exactly the 
way I’d be if I were you. Some people are saying that there won’t 
be these collaborations between NIH or FDA Scientists without 
money involvement. 
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I don’t buy that premise. I don’t know if you do. Do you buy that 
premise? 

Mr. Petricoin. I do not think that anyone should be making a 
decision about how they advance their professional career, espe- 
cially as a Scientist, where the first determinate is am I going to 
be making more money. 

I believe personally that it should be about learning. 

Ms. DeGette. And you’re sort of early in your career at the FDA. 
Dr. Liotta, you’re sort of mid-career. I’d say. What’s your view on 
that? 

Mr. Liotta. I’m at the NIH, and I stay there because of the med- 
ical mission and goal of taking science to the public benefit. 

Ms. DeGette. And not because of the ability to get outside con- 
sulting fees or honoraria, correct? Would that be fair? 

Mr. Liotta. That is not my primary reason, no. 

Ms. DeGette. Okay. Now, Dr. Petricoin, every time you spoke at 
one of these — now you wouldn’t be allowed to speak, and maybe I’m 
wrong. You wouldn’t be allowed to speak at these outside con- 
ferences if it did, if it did have a conflict with your FDA job, right? 

Mr. Petricoin. I was 

Ms. DeGette. I mean that wouldn’t be, you wouldn’t even put 
it in, right? What you’re saying is you’re invited to speak at these 
because of your scientific experience outside the FDA, right? 

Mr. Petricoin. Yes, ma’am. 

Ms. DeGette. And every time one of these speaking engage- 
ments does get approved by — or every time you have one, it’s ap- 
proved by your superiors, right? 

Mr. Petricoin. Every outside activity that I’ve ever put in, has 
gone into the process of approval. 

Ms. DeGette. And that would be Amy Rosenburg or Phil 
Naguchi, correct? 

Mr. Petricoin. Yes, those are the two first-line approving offi- 
cers, because the triage that is supposed to take place, is that you 
first discuss your outside activity with your immediate supervisor. 

They were my immediate supervisors at that time. Hopefully, 
they would best know what I was doing in the government. 

Ms. DeGette. And they did approve these outside engagements? 

Mr. Petricoin. Yes, ma’am. 

Ms. DeGette. Now I want to talk to you about an activity that 
was approved in February of this year. I realize you didn’t actually 
end up going, but I think it’s a good case study. 

This is an EGFR Seminar sponsored by Imclone Systems, one of 
our very favorite groups in this subcommittee, and Bristol Meyer 
Squibb, both who have received a good deal of publicity because of, 
of course, their submissions to your agency for approval of the drug 
Herbatax. 

Now, were you aware that Herbatax has come before CBER for 
approval? 

Mr. Petricoin. Yes, ma’am. 

Ms. DeGette. And it’s likely to come there again. It’s been there 
several times for approval of other indications, because it’s only 
been approved for one indication, right? 

Mr. Petricoin. Yes, ma’am. 
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Ms. DeGette. Now were you aware of that when you accepted 
the invitation to pay for you to participate in the seminar at the 
Trump International Beach Resort in Florida? 

Mr. Petricoin. I was unaware, when I first accepted, that this 
was a pharmaceutical sponsored and paid for event. When I 
learned that I just simply said I’m not going. 

Ms. DeGette. Well, with all due respect. I’ve got the program 
here, and it says on the top, Imclone Systems, Incorporated and 
Bristol Meyer Squibb Company, 2004 EGFR Summit. So, did you 
not have that? 

Mr. Petricoin. To the best of my recollection, I had an e-mail 
from Dr. Jose Baselga, who was a Scientist at Vanderbilt Univer- 
sity, asking me if I would like to come and talk. 

And I said that, you know, it depends on the nature of the talk, 
I could give the talk. And he said to me I’ll forward you and agenda 
descirbing the nature of the talk that I was to give to him. I under- 
stood that I could do this as an outside activity from Dr. Baselga. 

Ms. DeGette. Oh, okay. 

Mr. Petricoin. And when he forwarded me the agenda, I at- 
tached on this 

Ms. DeGette. Right. But see, here’s why we’re all a little con- 
fused up here. Because you submitted, and she just handed you a 
copy of the Request for Approval of Outside Activity. Did you fill 
that out? 

Mr. Petricoin. I did, based on the 

Ms. DeGette. Based on the stuff from the guy from Vanderbilt, 
right? And it was approved here by your supervisors, right? 

Mr. Petricoin. Yes, ma’am. 

Ms. DeGette. But if you take a look at Number 16, it says addi- 
tional information attached, yes, and then it says agenda, and 
here’s the agenda, right? 

Mr. Petricoin. I understand your concern, ma’am. I didn’t go be- 
cause when I looked at it, when I looked at the agenda, the detail 
of the agenda, I said whoa, wait a minute. 

Ms. DeGette. Well, well, well, well, wait a minute. You put in 
for the approval and attached the agenda. 

Mr. Petricoin. Yes, ma’am. 

Ms. DeGette. So did you later decide that it would be a problem 
to go? 

Mr. Petricoin. Yes, ma’am. 

Ms. DeGette. After it was approved? 

Mr. Petricoin. Yes, ma’am. 

Ms. DeGette. Oh, okay. Now, but the other thing I find inter- 
esting is you say you later saw an ethical problem because it was 
pharmaceutically sponsored, right? 

Mr. Petricoin. Yes, when I 

Ms. DeGette. But your supervisors had that information right 
in front of them when they approved it, didn’t they? Because they 
had the agenda attached. 

Mr. Petricoin. It appears so, ma’am. 

Ms. DeGette. Now, right, he just said he did. So now, okay, 
here’s the other thing. Another FDA official actually did attend in 
your place, right? 
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Mr. Petricoin. No, ma’am. A Scientist from our laboratory at- 
tended on the U.S. Government 

Ms. DeGette. Right, and they were not paid an honorarium or 
expenses, right? 

Mr. Petricoin. No, ma’am. 

Ms. DeGette. So that’s a different, that’s even another inter- 
esting point from this whole, this whole transaction is, someone 
else went to speak and they obviously didn’t do it because there 
was payment involved, they did it to present the scientific issues, 
right? 

Mr. Petricoin. Yes, ma’am. 

Ms. DeGette. And aside from the ethical issues that it was spon- 
sored by pharmaceutical companies, let’s say it hadn’t. Let’s say it 
had been sponsored by Vanderbilt University and you had been 
asked to speak. Would you have also been willing to go and speak 
if there were no honorarium involved in this? 

Mr. Petricoin. Would I have been willing to go and speak if 
there were no honorariums? 

Ms. DeGette. If the ethical objections weren’t there? 

Mr. Petricoin. Yes, I would have gone to learn. 

Ms. DeGette. Okay. I have no further questions. Thank you, Mr. 
Chairman. 

Mr. Greenwood. I don’t want to belabor that, but just tell me 
if I have this wrong. You said. Dr. Petricoin, that when you saw, 
it was when you saw the agenda, that’s when you realized I can’t 
do this? 

Mr. Petricoin. That’s right. I said I can’t do this because this 
has all 

Mr. Greenwood. Did you see the agenda before or after you at- 
tached it to your application for approval? 

Mr. Petricoin. Well, I obviously had the agenda, I attached it 
to my approval. I don’t think I looked at the agenda, to be honest 
with you, sir, because I 

Mr. Greenwood. You understand why that would make us 
wince? 

Mr. Petricoin. Yes. So I believe, to the best of my recollection, 
that I filled out the outside activity, stapled the agenda on it 

Mr. Greenwood. Maybe you were focused on the sunny isle 
beach Florida part of the thing and not what it says up here. 
Where it says, at the very top line, Imclone Systems Incorporated 
and Bristol Meyer Squibb Company. 

Mr. Petricoin. To me, sir, that would indicate, in my mind, that 
I didn’t look at it at all when I attached it, because that would 
have been the first thing I would have seen. 

To the best of my recollection, no excuse about being busy, we’re 
all busy. I probably just stapled it on and 

Mr. Greenwood. I’m going to buy that, because it’s hard to be- 
lieve 

Mr. Petricoin. That it would be there in black and white. And 
when I saw that, I basically said, you know, there’s no doubt it 
says Imclone Systems Incorporated, so it makes it pretty obvious. 

Mr. Greenwood. All right. Let me address some questions to Dr. 
Barrett and Dr. Barker. There’s an LA Times story out today, I 
don’t know if you’ve seen it. 
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It says FDA Chief launches internal inquiry of payments. And 
there’s a paragraph that says the Director of the NIH, Dr. Elias A. 
Zerhouni, said to a spokesman late Monday that he would not 
stand behind one of the arrangements involving Chief of the Na- 
tional Cancer Institutes Pathology Laboratory. 

The matter demonstrates the need for systemic review. So this 
is referring — pardon me? I’m sorry, systemic reform. And by that 
I am relating to Bio — consulting agreement between the Laboratory 
Chief, Dr. Lance A. Liotta, and Biospect, Inc., of South San Fran- 
cisco ended Friday. 

So, if this story is to be believed. Dr. Zerhouni, after being 
briefed on this subject, said he wouldn’t have approved, or he dis- 
approves of the relationship between Dr. Liotta and Biospect, Inc. 

Were either of you present at the briefing with Dr. Zerhouni that 
led to this statement? 

Ms. Barker. I was not. Dr. Kington, I assume is still here, he 
might want to comment. But I was not, nor was Dr. Barrett, I don’t 
believe. 

Mr. Barrett. No, I was not. Dr. Kington came to a meeting we 
had at the NCI on Friday, I suppose, and he called me yesterday 
to say that this was, they were asked for a quote, basically. 

Mr. Greenwood. And was it explained to you, was it made clear 
to you why Dr. Zerhouni said that he wouldn’t stand behind this 
arrangement? 

Ms. Barrett. It was not abundantly clear. I think he certainly 
had some concerns and I think there were some caveats, in my 
recollection, from my conversation with Dr. Kington about, you 
know, if all the circumstances were as portrayed, that Dr. Zerhouni 
would make that decision and I think that would be 

Mr. Greenwood. Do you concur in that decision? Do you both 
concur in Dr. Zerhouni’s conclusion, retrospectively? 

Ms. Barker. I concur. 

Mr. Greenwood. Okay. 

Mr. Barrett. Yes. 

Mr. Greenwood. Now do you think that this was, these arrange- 
ments were approved, and now are disapproved because simply be- 
cause of new information that had surfaced? Or is it because of 
new policy that’s come into play? 

Ms. Barker. Let me just reflect a minute on the way we came 
to re-approve this. In responding to your first question, after this 
issue was raised, and Dr. Barrett and Dr. Wilson re-reviewed this 
at my request. And I think you probably have that re-review. 

And based on the information available and what you’ve heard 
in terms of the lack of any evidence of overlap, they re-approved 
and reported back to me that they were re-approving this. 

And I think that, in answer to you question, I think new infor- 
mation in view of what I’ve heard in the last, as little as a week, 
actually, that the Biospect scope is certainly expanded, I think, rel- 
ative to what Dr. Liotta was led to believe the scope of that com- 
pany was. 

Mr. Greenwood. In what way? 

Ms. Barker. I think the issue of pattern recognition that you 
brought up was never part of what Dr. Barrett actually reviewed 
when he re-approved this. 
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Mr. Greenwood. You did not know that at the time of the re- 
approval, Dr. Barrett? 

Mr. Barrett. At the time of the original approval, and the time 
of the re-review of that, there were basically three areas that I was 
focusing on. 

One was whether or not there was overlap with the official du- 
ties of Dr. Liotta, with this outside activity. And 

Mr. Greenwood. And were there? 

Mr. Barrett. There were not. In fact, the consulting agreement 
had very explicit, exclusionary language to assure that to be the 
case. And when originally is was approved, that was added to the 
language to assure that. 

And when I re-met with Dr. Liotta, he re-affirmed that that was 
true. The second issue was whether it, there was any non-public 
information being revealed, and there was not. 

And there was not for two reasons. I’m sure. One is because I 
trust Dr. Liotta’s judgment, but also we’ve made a very conscious 
effort to put this information out to the public domain as part of 
our mission to really speed this research up. 

So, in fact, there was very little non-public information that 
could have been released. And the third issue was whether or not 
this influenced his performance or official duties. 

And in particular, this related to the CRADA. And it was my dis- 
cussions with Dr. Petricoin and Dr. Liotta that reassured me that, 
in fact, we were doing everything we possibly could to facilitate the 
development of the clinical trial to confirm and extend the original 
findings of Dr. Liotta and Petricoin. 

The issue of the competition, the direct competition between the 
two companies, was one that was less clear in the past than it is 
currently. So it is really that appearance of potential conflict based 
upon that information that I think has led us to be more cau- 
tionary. 

So it’s a combination of Dr. Zerhouni’s memorandum that, in 
fact, we should do everything in our power to assure there’s no ap- 
pearance of conflict of interest, as well as our standard procedures 
where we 

Mr. Greenwood. Let me ask Dr. Liotta and Petricoin, did either 
of you ever tell the folks at Correlogic about your outside activity 
with Biospect? 

Mr. Petricoin. I could answer. 

Mr. Greenwood. And I think you said no, that we, and the way 
they found out was they found you using a common secretary pool, 
right? 

Mr. Petricoin. That’s correct, sir. 

Mr. Greenwood. And Dr. Liotta, you never told the folks at 
Correlogic about your work with Biospect? 

Mr. Liotta. No, I did not. 

Mr. Greenwood. Okay. Now it would seem to me, that since 
you’re working with these two companies, and they’re doing similar 
things, that it would be a natural for you to say, oh, by the way, 
yesterday I was up talking to these guys I’m working for at 
Biospect, and an interesting point came up. 
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I mean it would seem to me that, in the course of these activities, 
that it would he hard to avoid mentioning to the folks at 
Correlogic, your work with Biospect, wouldn’t it? 

Mr. Liotta. No, I didn’t 

Mr. Greenwood. Help me understand that. 

Mr. Liotta. I didn’t see any need to, because 

Mr. Greenwood. No, no, no, no, no. I’m not asking you if there 
was a need to. I’m saying it would hard to avoid if you weren’t 
under restraint. If you had no reason to not mention to the folks 
at Correlogic that you were working for Biospect. It would seem a 
natural thing to come up in conversations. 

You’re doing — no? 

Mr. Liotta. No, I felt that they were completely different from 
what I know about, what I knew at the time that Biospect was 
doing. And even today, I have no information that directly shows 
me that Biospect is working in the same area covered by the scope 
of the Correlogic GRAD A. 

At the time my understanding of Biospect, was that it was an in- 
strument company. 

Mr. Greenwood. Let me ask you this. Did the folks at Biospect 
know you were doing the CRADA with Correlogic? 

Mr. Liotta. I don’t know, I did not discuss that with them? 

Mr. Greenwood. Same with you. Dr. Petricoin? 

Mr. Petricoin. Yes, my recollection is I had no discussion with 
either of them about each other at all. 

Mr. Greenwood. And you, and that wasn’t because you were re- 
fraining from talking to the two companies about one another, that 
was just because it never came up? There was never any 

Mr. Petricoin. Exactly. I mean, from my side, sir, there was 
never, there was never any overlap and the need to even discuss 
the science. Correlogic, the software company, had developed a spe- 
cific algorithm. 

Many algorithms were out there. In fact, we were using other al- 
gorithms in our U.S. public job. The CRADA with Correlogic gave 
us the freedom to use any algorithm. 

In fact. President BusRs National Science Winner, used an algo- 
rithm that he developed and published a great paper using our 
public data. 

So Correlogic’s algorithm was specific to them. I saw no overlap 
whatsoever between an instrument company that was basically 
building a platform to identify molecules. It just didn’t occur to me, 
sir. 

Mr. Greenwood. And how many papers did you publish with 
Correlogic? 

Mr. Petricoin. We have six, I believe sir. And one that’s coming 
out next month. A very high impact journal on our continuing work 
for ovarian cancer. 

Mr. Greenwood. And those are cooperative pieces between the 
two of you? When you six, those are all co-authored by Dr. Liotta 
and Petricoin? 

Mr. Petricoin. I believe so, sir. I could get you that exact num- 
ber, if you would like it. 

Mr. Greenwood. And did you write papers with the other com- 
pany, with Biospect? 
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Mr. Liotta. No. 

Mr. Petricoin. No. 

Mr. Liotta. Never say any written material at all from Biospect 
concerning the, you know, experiments or their data. 

Mr. Greenwood. It’s true that your reputations in this area 
were a result of your work with Correlogic, is that fair to say? 

Mr. Liotta. I don’t believe so. 

Mr. Greenwood. No? 

Mr. Liotta. Our reputations in this work, with regard to, if 
you’re referring to mass spectrometry analyzed by pattern recogni- 
tion evidence, we began studying that in ‘97 and ‘98, and presented 
it at the American Association of Cancer Research. 

We used many commercial, several commercial methods of ana- 
lyzing this data. And then after we had already presented it pub- 
licly, we, for the first time, we then entered into a material transfer 
agreement with Correlogic. 

And then ultimately a CRADA. And that scope of that CRADA 
was limited to the use only of their type of software. We remained 
free to use any other type of software as we had done in the past 
during the CRADA, and continued to do. 

Mr. Greenwood. Okay. 

Mr. Liotta. That CRADA was specifically about their software. 
And all the data, before, during and after, has been generated by 
our Lab. 

Mr. Greenwood. When the Biospect folks contacted you, did 
they tell you why they had selected the two of you? What brought 
the two of you to their attention? 

Mr. Petricoin. I believe they contacted us separately, and I 
would hope that it was because of my scientific reputation and ex- 
pertise. 

Mr. Greenwood. And how would the folks at Biospect have 
known about that? 

Mr. Petricoin. I would assume looking in the public domain or 
talking to people. You know, talking to, you know, due diligence 
was probably talking to other scientists. I don’t know, sir, they 
didn’t tell me. 

Mr. Greenwood. Do you have an opinion as to why Biospect 
would have hired Dr. Strum from NCI? 

Mr. Petricoin. I don’t. 

Mr. Greenwood. She was a technical transfer officer, right? 

Mr. Petricoin. I, being at the FDA I don’t want to — I’m under 
oath 

Mr. Greenwood. Dr. Liotta, do you know? 

Mr. Liotta. Yes, that’s right. And ethics, when I reviewed this 
with my ethics officer and discussed the outside activity, it was 
clearly known and factored into the review that, particularly the 
re-review that former Cancer Institute employees were members of 
that company. 

And, in fact, the person who invited me was a former NCI em- 
ployee. And that was, that letter and that request and the name 
of the individuals on the original request for the outside activity 
and it was reviewed and ended up in the approval packet. 

Mr. Greenwood. Okay. Do you think it was a coincidence that 
they hired these three people? 
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Mr. Liotta. I can’t speak for their motivations 

Mr. Greenwood. You’re a smart guy. I mean, you’re a smart 
man. What do you think motivated them to choose these three em- 
ployees for their company? To choose you? 

Mr. Liotta. I really can’t speculate on why they would 

Mr. Greenwood. They chose you, they chose Petricoin, they 
chose Strum. All involved in Correlogic. They chose the three of 
you when you were all involved in Correlogic. Did you question 
why that would be? 

Mr. Liotta. I never questioned why that would be, because in 
my mind Correlogic and Biospect were completely different compa- 
nies with completely different missions. And it didn’t even seem 
like it would even be relative. 

Mr. Greenwood. Okay, well let me just wrap up this way, before 
I yield to the gentlelady from Colorado. Oh, Mr. Walden, I’ll yield 
to him in a moment. 

We’re trying to set public policy here. And I’d just like to know, 
from all four you, and I just ask you to each go down and briefly 
answer this question before I go to Mr. Walden. 

And that is, what do you think the policy should be with regard 
to the situation in which you have employees working on a 
CRADA, as part of their regular function, their regular activities, 
and at the same time working for, doing outside activity with a pri- 
vate company, and the CRADA company not knowing about the 
work with the potential competitor, with this other company? 

Do you think, as a matter of public policy, that they should have 
the right to know, while you’re in their shop working with them, 
on company time, on taxpayer time, that you’re out moonlighting, 
if you will, with another company? 

Don’t you think, do you think that they should have the right to 
know that? Is it good public policy for them to know it? Or is it 
good public policy for them to be kept in the dark? 

Mr. Liotta. Are you addressing the question to me? 

Mr. Greenwood. Yes, I’m addressing it to each of you down the 
line. 

Mr. Liotta. I don’t think I can comment on public policy that’s 
a higher level than myself I think that each case should be consid- 
ered on an individual basis and the ethics office, when they review 

Mr. Greenwood. Didn’t you testify before the Blue Ribbon Panel 
on this subject? Did you not testify 

Mr. Liotta. I testified before the Blue Ribbon Panel. 

Mr. Greenwood. On policy? I mean did you suggest any policy 
to the Blue Ribbon Panel? 

Mr. Liotta. I don’t recollect exactly what I said to the Blue Rib- 
bon Panel. I don’t know whether it could be interpreted as policy 
or not. 

Mr. Greenwood. Or recommendations for practice? 

Mr. Liotta. I gave them my opinion, but I don’t know. 

Mr. Greenwood. Okay, well that’s all I’m asking for, is your 
opinion now. I’m not asking you to set policy. I’m just asking for 
your opinion. Tell us what you think about this whole matter that 
we’ve been investigating all afternoon? 

Do you have any regrets about it? Do you think everything went 
perfectly well and we’re making a big stink out of nothing? 
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Mr. Liotta. In some way I think it shows that the way the ethics 
system works, it produces a very good result. Because even when 
I did, presented the application for the outside activity to begin 
with, normal course of action is for the ethics office to review 
whether I have an CRADAs that might relate to the outside activ- 
ity. 

So there’s a checkpoint there, and a series of checkpoints. And 
then the way even this was handled recently, I think is the way 
the process should work, if new information comes up. 

And then another checkpoint that was put in right in the begin- 
ning was the extra special delimiters in the consulting agreement, 
because we could not predict where a company would go in the fu- 
ture. 

And so what I’d be concerned about, is that a CRADA partner 
who also can’t predict where some other company would go into, 
would just turn down everything because, and that would poten- 
tially, you know, cause a lot of new complications in how outside 
activities are reviewed. 

So I, my opinion is that the way the system works in terms of 
factoring that into the individual situation, is one good way to do 
it. 

Mr. Greenwood. Dr. Petricoin, your thoughts? 

Mr. Petricoin. Well I certainly think we need more advice that 
sheds more light than heat. And I think that’s what we’re trying 
to do. I do think I’m concerned about the idea of a CRADA partner 
knowing what perhaps their NIH comrades are doing on the out- 
side, only to the extent that they would claim that the field of 
science and technology is their domain, and therefore, in essence, 
if you drew it to the most absurd, there would only be one CRADA, 
the very first one. 

Because, by nature, there might not even be other CRADAs that 
you could do, if you drew it. I just think that we have to be careful, 
and I think we were trying to be. You know, trying 

Mr. Greenwood. Let me — you think that it would be harmful if 
the CRADA participants knew about the outside activity of their 
NIH CRADA partners? 

Mr. Petricoin. No, sir, I don’t think it would be harmful. I think 
that we should try to instill ideas that basically will allow more il- 
lumination, more transparency. 

Mr. Greenwood. Okay, all right, I misunderstood you. Dr. Bar- 
rett. 

Mr. Barrett. The purpose of the NIH and the National Cancer 
Institute is obviously to do everything in our possible power to 
move forth the science and to reduce the burden of cancer. 

The groundbreaking work of Dr. Petricoin and Dr. Liotta which, 
and I think it is clearly their work that has been the driver for 
these new discoveries, represents a very important work. 

And we want to do everything in our power to assure full, expe- 
dient development of that work. I think the answer to your ques- 
tion directly is, is should their be a policy? I think absolutely there 
needs to be a policy. 

There needs to be some definition of conflicts of interest. It’s very 
difficult in these relationships to really understand how two enti- 
ties might be competitive, competitors of each other or not. 
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I think we try to do due diligence in this particular circumstance 
and try to define very clearly the scope of the consulting activities, 
yet we seem to have this appearance of conflict, and I think that’s 
unfortunate and takes away from really the mission of what we’re 
trying to do. 

So I would he very supportive of some clear guidelines any policy. 

Mr. Greenwood. Dr. Barker, do you have anything to add? 

Ms. Barker. I can’t add much. I would, just a couple of things. 
The Cancer Institute is particularly interested in CRADAs. The 
biotechnology industry is really sort of a deliver vehicle for the can- 
cer world right now. And so to improve on the CRADA process 
should be our goal. 

And I was struck with the amount of review that went into this 
ethics review. So it’s, I think there is no fault here relative to our 
intent to really look at this very, very carefully. 

I think that review worked pretty well. The issue, though, that 
you’ve raised is a really complex one. 

Mr. Greenwood. Didn’t the review occur because there was a 
complaint, though? 

Ms. Barker. Yes. 

Mr. Greenwood. I mean it wasn’t normal activity? 

Ms. Barker. It was no normal activity, that’s correct. But the 
issue you raised, which is going to bare, I think, some real consid- 
eration in terms of how we might change policy, is going to be criti- 
cally important. 

Because as, I think Dr. Liotta said, you can’t really determine, 
I mean having been in the biotechnology industry at some phase 
in my life, you never quite know where a company might go from 
where they start. 

So I think transparency, having our investigators completely re- 
veal who they are working for, who they might be consulting with 
or what relationships they might have, and let the companies make 
their decisions then on that basis. 

But I think we’ve got to be a little careful. This is a very complex 
question and 

Mr. Greenwood. What’s the downside of sharing the informa- 
tion? 

Ms. Barker. I think there is no downside to sharing the informa- 
tion, if in fact we have, we can actually continue the same success 
rate with our CRADAs. I think the thing we want to be careful of 
is that we don’t actually make it more bureaucratic or more dif- 
ficult to do a CRADA. 

And right now our investigators do disclose actually. You know, 
if they have a, they can’t have a consulting arrangement if they 
have a CRADA with the same company. They can’t do that. 

So we’re saying now, is not only that, but you can’t also be con- 
sulting for a company that might be a competitor of a company 
you’re going to do a CRADA with. 

So making that value judgment is going to be an interesting 
challenge for us as we make policy around this. But I think you’re 
right, absolutely disclose it, and then basically let the policy drive 
the way the CRADAs are going to be developed. 

Mr. Greenwood. I thank you all. I apologize to my colleagues for 
my flagrant abuse of the clock. 
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Mr. Walden. But it is your clock. 

Mr. Greenwood. Mr. Walden. 

Mr. Walden. Thank you, Mr. Chairman. Dr. Barker, I want to 
follow up with you on that point. When did you make the decision 
regarding this issue involving competitor agreements not being al- 
lowed? 

Ms. Barker. To my knowledge, that decision has not been made. 
I think this is the first issue that’s come forward of this nature. 
There may be others that I’m not aware of, but this is the first one, 
at least, that we’ve seen in the Cancer Institute. 

And we examined it very carefully. Dr. Von Eschenbach asked 
me to do due diligence on it, we did that. Dr. Barrett re-reviewed 
it. Dr. Wilson re-reviewed it. And based on the evidence that was 
there, this still basically qualified in terms of our ethical require- 
ments. So, it’s the first one like this that’s come forward. 

Mr. Walden. Let me make sure I understand what you said. So 
you said this still qualifies under your ethics requirements. Does 
that mean they could still be working for both companies? Or doing 
the CRADA and working for Biospect? 

Ms. Barker. I think that’s what it says, under the current rules, 
yes. 

Mr. Walden. Are you comfortable with that? 

Ms. Barker. I’m not comfortable with that. But, you know, we’ve 
said that, I think both Dr. Barrett and myself have said that, given 
what we know now, and going back and doing this over again, you 
probably would have disapproved this consultancy. 

Mr. Walden. Do you have, or the people who should have, do 
you have the information you need to evaluate other such agree- 
ments and conflicts? I mean is the mechanism there to acquire that 
information? 

Is that information publicly disclosed adequately so that whoever 
needs to do the review can get access and make that decision? 

Ms. Barker. I honestly don’t know the answer to that question. 

Mr. Walden. Does anyone on the panel know the answer to 
that? Dr. Barrett? 

Mr. Barrett. I think it’s, we’ve made a very strong attempt at 
the NCI, and I would gather that we actually probaWy do better 
than the average Institute does in that context. But, yet, I think 
the answer is, it’s still not adequate. And we’ve been actually talk- 
ing about how to approve access to data bases and, for example, 
the disclosure of the confidentiality disclosure agreement that Dr. 
Liotta mentioned, you know, was not available to us until just re- 
cently. 

So I think there are very specific things that can be done to im- 
prove the process and we’re trying to do that. 

Mr. Walden. Thank you. Dr. Liotta, first of all I want to com- 
mend both of you for the research that you’re doing. My own moth- 
er died of ovarian cancer. I know it’s a very, very, it’s a very ter- 
rible form or cancer, and so I commend you for that. 

And I don’t want you to go away from here thinking that we 
don’t appreciate the research that you’re doing. We’re trying to, 
public policy people trying to make sure that research, wherever 
it’s done, is done in a way where we don’t have, even by accident, 
conflicts. 
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Because I think the integrity of the process is really important. 
If you turn to Tab 28, and I think we’ll put this up on the screen, 
I believe. 

You’ll find your request for approval, the Biospect Consulting 
Agreement. And the thing that strikes me is on the form, which I 
understand is an HHS Form 520, there’s a question that says do 
your official duties relate in anyway to the proposed activity? You 
responded no. 

Related to professional confidence, but not an official responsi- 
bility for the use of government funds. That was your response. 
And however, on Dr. Petricoin’s HHS Form 520 for Biospect, when 
asked whether his official duties relate in anyway to the proposed 
activity, he marked yes, and elaborated, and I quote. Invited be- 
cause of my scientific expertise. I’m just curious if you can account 
for the differences in responses to the same question, and I’d ask 
that of each of you. 

Mr. Petricoin. Well, I can certainly respond from my end, in 
that I probably shouldn’t have marked yes. In some ways I was 
doing it to even the fullest disclosure because in my mind I am, the 
accumulation of my scientific expertise. 

Mr. Walden. Sure. 

Mr. Petricoin. And so I simply yes out of the instinct that I 
can’t separate my brains. I’m a Scientist that just continues to 
learn. 

Mr. Walden. Only Steve Martin can do that. 

Mr. Petricoin. Right. So I think in retrospect, I should have 
marked no, and put I was invited for my general 

Mr. Walden. But I think you hit upon an issue. And that is you 
have this collection of knowledge and scientific ability. You can’t 
park part of it somewhere out of reach, right? 

I mean that’s why you checked yes. And doesn’t that kind of, do 
you see how we get to where we’re at in terms of is there a conflict 
between the CRADA and Biospect. 

I mean how could you, when you’re doing whatever you’re doing 
with Biospect, sort of park everything you know that may be asso- 
ciated with the CRADA, from playing over here. Now, maybe you 
can. I don’t know how. 

Mr. Petricoin. Well, I think the challenge is when companies 
change their business focus without you being involved in that. 

Mr. Walden. Sure. 

Mr. Petricoin. My background isn’t a business developer. I’m 
just a Scientist. And so I wasn’t asked to participate in Biospect 
to determine, you know, their business development. 

And so that can change without me even knowing it, and in fact, 
it obviously did. And I think that 

Mr. Walden. So you could get dragged into a conflict outside of 
your control and outside of the original decisionmaking process in 
the 520. 

Mr. Petricoin. Certainly a company has every right to do what 
it wants to do, and my consultancy was so different from what I 
was doing with Correlogic, that there was never, there was the 
ability to partition that. 

And in fact I never was at a point in any time where I thought 
that that was at issue. 
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Mr. Walden. Dr. Liotta, do you want to comment briefly on this 
point? 

Mr. Liotta. I don’t know about the, you know, the check boxes 
relating to Dr. Petricoin, but I would say that his explanation 
sounds reasonable to me concerning the fact that he might view a 
request for consulting having some, his total body knowledge about 

Mr. Walden. But you checked no on the same box. I guess that’s 
the point. And so you felt nothing you’re doing related. 

Mr. Liotta. Yes, I had general medical expertise in, and in field 
of Pathology and I have a PhD in Biomedical Engineering. And I 
have even patents in medical testing. 

Personal patents way back before I came to NIH. And so I do 
have professional knowledge about some of the topics that might be 
relevant. 

Mr. Walden. I guess that’s what I’m having trouble under- 
standing. Why do you think they even have Question 9 on the form 
then? Because it looks to me like, and again you guys are doing 
this research, but the two companies had a lot in common. 

Let’s go to Tabs 30 and 31, if you want to look in the book, where 
you’ll see information from the two companies websites. And I 
know, didn’t one of you have something to do with website informa- 
tion or something, working with the company? 

Mr. Liotta. We were not involved in Biospect’s website but at 
the time of the original request for the outside activity, the infor- 
mation about Biospect was surveyed and studied by the Ethics Of- 
fice, as well as any information that I had. 

Mr. Walden. Right, but 

Mr. Liotta. They did an independent review of the two compa- 
nies if they were looking at the issue about the CRADA, I don’t 
know whether they were. But they 

Mr. Walden. So the Ethics Office looked at both companies and 
said given 

Mr. Liotta. I don’t know whether they looked at both companies. 
I know they must have looked at Biospect to see what Biospect did, 
because they do their own review and re-review. 

Mr. Walden. Well, okay. Do you see where maybe we get some 
questions coming here. Let me read you Correlogic’s mission state- 
ment. It says, and I quote. 

Correlogic’s mission is to advance the early identification of var- 
ious cancers and other disease and to accelerate the new drug dis- 
covery process by applying its proprietary software to the develop- 
ment of proteomic and other biomarkers. 

Then you turn to Biospect’s website, and it states, and I quote. 
Biospect is an emerging life sciences company founded in 2002, 
that is developing technology for identifying and assaying protein 
biomarker patterns. What’s the difference between the two? 

Mr. Liotta. I think there still could be, with knowing even that, 
that there still could be very big differences. Because from what I 
know about Correlogic, Correlogic is a software company. 

And they’re applying their specific type of pattern recognition al- 
gorithm, at least within the CRADA, to data that we generate. 

Mr. Walden. And then what’s Biospect do? 
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Mr. Liotta. And Biospect, to the best of my knowledge, then and 
now, is they were an instrument company and they were devel- 
oping a new, proprietary platform for chemistry separation. 

So an instrument company, software company. They seem com- 
pletely different to me. 

Mr. Walden. So you don’t see any, they’re in completely dif- 
ferent, other than the fact they are both working on this sort of de- 
tection, one from an instrument side, one from a logarithm side, 
there’s no conflict? 

Mr. Liotta. One is a software that you use to analyze data that’s 
already produced, in this case, by commercially available instru- 
ments. The other is a new instrument under development and 
measuring proteins is something 30 different kinds of instruments 
in a clinical lab do. When you do measurements in any clinical lab, 
it’s proteins that you’re measuring. 

Mr. Walden. All right. 

Mr. Liotta. So, you know, whatever the instrument was that 
Biospect was working on, which they did not reveal to me. I did 
not see any schematics, no data, experimental results from any of 
their instruments. 

So the instrument itself is what they apparently were working 
on, and they asked my opinion about what they could use it to test 
for, in a generic sense. 

And that was my role with Biospect. So I couldn’t see how that 
had anything to do with software to analyze patterns. 

Mr. Walden. I see. 

Mr. Liotta. And particularly certain specific kinds of software, 
which is really what the Correlogic system is. 

Mr. Walden. All right. Dr. Petricoin, how about your role, 
Biospect versus Correlogic? 

Mr. Petricoin. Sure, my role with Biospect was basically to sur- 
vey the field of science and biology in a way, looking for potential 
applications of their machine, their tool, their discovery tool. 

And try to point them in directions where I thought, you know, 
they could apply that. 

Mr. Walden. Why then. Dr. Barker, maybe I can go to you. Why 
then, if that’s the case, do you, did you say earlier that you thought 
there is a conflict here between the two? What am I missing? 

Ms. Barker. I don’t, I said in light of what we see now, that 
Biospect has put up on their website, then I think it’s very, very 
difficult considering that this work is focuses around using 
Correlogic software for pattern recognition and they are actually 
using that word on their website. 

Biospect was using those two words on their website. I think it 
would make it extremely difficult to prove this, which now looks 
like overlapping scopes. 

Mr. Walden. And, in deed, you backed off the Bio — you with 
drew the Biospect agreement? 

Mr. Liotta. That’s correct, that’s true. 

Mr. Walden. And that involved both of you? 

Mr. Petricoin. Yes, sir. 

Mr. Walden. All right. And when did that occur? 
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Mr. Liotta. I withdrew it, it was on hold based on the NIHEAC 
re-review, and then I learned this new information, discussed it 
with my boss and withdrew voluntarily this outside activity. 

Mr. Walden. When was that? 

Mr. Liotta. Last week. 

Mr. Walden. The end of last week, or beginning? 

Mr. Liotta. Around the 12th? 

Mr. Walden. May 12? Have you done any consulting with 
Biospect since February? Either of you? 

Mr. Petricoin. Since February, I believe so. 

Mr. Walden. How recently do you, and on what terms? 

Mr. Petricoin. The best of my recollection in March, sir. 

Mr. Walden. Dr. Liotta? 

Mr. Liotta. I believe that I had no new assignments in the past 
2 months that I dealt with, because I was on hold. But I do recall 
that I sent one e-mail to Biospect in that timeframe. 

Mr. Walden. Okay. When did you start consulting with 
Biospect? 

Mr. Liotta. I think it was December, it was approved December, 
2003, I think. Or 2002, I started a couple of months later, I actu- 
ally got the first assignment. 

Mr. Walden. Dr. Petricoin? 

Mr. Petricoin. Excuse me, sir? 

Mr. Walden. When did you start consulting with Biospect? 

Mr. Petricoin. Approximately the same time. I think my agree- 
ment began December 1, 2002, and I believe my first assignment 
was in the beginning of 2003. 

Mr. Walden. Beginning of 2003, first assignment? 

Mr. Petricoin. Yes. 

Mr. Walden. Dr. Liotta, there’s some information here under 
Tab 33, that lists money earned to date as $49,375 in consulting 
fees. Proposed annual rate $39,000 or $3,250 a month. Are those 
accurate numbers? 

Mr. Liotta. Yes, those are accurate numbers. 

Mr. Walden. Okay. And this is, what period of time does this 
cover? 

Mr. Liotta. I think that was just a summation of what it would 
be per year at the rate of whatever the current 

Mr. Walden. I see. But that’s the annual, $39,000? 

Mr. Liotta. It’s $3,120 a month. 

Mr. Walden. Well, we had $3,250. 

Mr. Liotta. I mean $3,100. 

Mr. Walden. The document shows $3,250 a month. 

Mr. Liotta. $3,250, okay. 

Mr. Walden. But what about this $49,375 consulting fees, when 
was that earned? Do you see where I’m looking on this sheet? 

Mr. Liotta. Yes. I don’t know how that was calculated, but it 
might reflect the fact that in the beginning of the consulting, I was 
receiving $5,000, and then it switched 

Mr. Walden. A month? 

Mr. Liotta. A month, $5,000 a month. And then it switched and 
it was reduced, and that was reported in my renewal application 
of this outside activity. 
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Mr. Walden. Okay. I think that ends the questions I have, 
thank you, gentlemen. 

Mr. Greenwood. Just a final question for Dr. Liotta and 
Petricoin. Your agreement with the company was 1 day a month, 
is that correct for both of you? 

Mr. Petricoin. Yes, sir, initially. I’ll answer for myself. It was 
2 days per month, and that was reduced to 1 day per month. 

Mr. Greenwood. And Dr. Liotta? 

Mr. Liotta. Yes. 

Mr. Greenwood. Same thing? 

Mr. Liotta. Similar. 

Mr. Greenwood. And how do you do that? Just, how do you do 
that? Literally 1 day of the month you, instead of going to NIH or 
the FDA, you drive to Biospect and sit in their building all day? 
How does that work? 

Mr. Liotta. In my case, I did all the work for Biospect at home, 
on my computer, and surveyed publicly available information to 
analyze questions that they had. 

And then I synthesized those, that publicly available informa- 
tion, into short reports, which then was presented to Biospect, 
maybe once every 2 or 3 months. 

Mr. Greenwood. Okay, and Dr. Petricoin, how did you manage 
it? 

Mr. Petricoin. Pretty much the same way. My job, as I stated, 
was to kind of survey the public domain for opportunity. And I 
would do that at home on my computer. And I would synthesize 
the information and most often 

Mr. Greenwood. So what do you do, you call the office and you 
say to somebody at FDA or NIH, I’m not going to be in today I’m 
working for Biospect? How does that work? 

Mr. Petricoin. No, most of my work was done on the weekends 
or when I got home from work. So it wasn’t like I would take a 
whole day off or compartmentalize time. 

Mr. Greenwood. So you didn’t take any, neither one of you took 
time off of your regular work week for this? 

Mr. Petricoin. Not, so to give you the full story, there was about 
three or four times, to my recollection, that we actually went up 
to Biospect’s office. 

Mr. Greenwood. Where was that? 

Mr. Petricoin. On Democracy Boulevard. This was the shared 
office space. 

Mr. Greenwood. Right. Is that like an incubator or something? 

Mr. Petricoin. Yeah, it’s where they have like shared secre- 
tarial, I guess support for these companies that are either offsite 
or — and we met with them and that was usually during the day 
or during the end of the day, and I would take annual leave. 

Mr. Greenwood. You would take annual leave to do it? 

Mr. Petricoin. Yes, yes, sir. 

Mr. Greenwood. Dr. Liotta? 

Mr. Liotta. To the best of my recollection 

Mr. Greenwood. Pretty much the same thing? And when you’re 
at your regular jobs, do you have issues of them calling you at work 
or, I mean does that happen? 
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Mr. Petricoin. The amount of time spent consulting from my 
end, was really to look into the public domain. It was really a rela- 
tionship of me spending a lot of time kind of synthesizing informa- 
tion at home, looking around, nesting that down and then giving 
it to them, and them doing with it what they want. 

There was, most of the time when we talked with them, it was 
by, they set up a tele-conference. We’d call in from our cell phones, 
and that could be even on the drive home. And it might just be 
sharing what we found. 

Mr. Greenwood. So you didn’t find, neither one of you found a 
so-called conflict of commitment that occurred in conflict with your 
job? 

Mr. Liotta. If there was even a hint of that I, because in addi- 
tion to my research duties I have a lot of administrative duties. If 
there was a hint of that I wouldn’t have done the activity at all. 

Mr. Greenwood. Thank you. We thank all four — did you want 
to say something Dr. Barker? 

Ms. Barker. I want to add a comment actually on the Biospect 
mission statement that was up there, it’s not there now. But Dr. 
Barrett when he re-reviewed and approved Dr. Liotta’s consultancy 
had a different mission statement for Biospect which we have here, 
which is really almost unrelated to the one you have up there. 

I mean this one, that one up there speaks to diagnostic 

Mr. Greenwood. Why don’t you tell us what it says? 

Ms. Barker. I’m sorry? 

Mr. Greenwood. You can read that to us. 

Ms. Barker. It says basically that Biospect will become the 
world leader in identifying and assaying highly informative pat- 
terns that reflect in different shape biological states with mini- 
mally invasive procedures, to improve clinical management of pa- 
tient health and the drug development process. 

There’s no mention in here of diagnostics. And if you read this, 
everything we’re doing in genomics and proteomics today is moving 
toward patterns of one sort of the other. 

So this was really portrayed at that point as very much a thera- 
peutics support kind of activity. So the mission statement for that 
company really, I think, changed significantly between when Dr. 
Barrett review and re-approved this consultancy and what we saw 
here today. 

Mr. Greenwood. And did the folks at Correlogic buy that argu- 
ment? 

Ms. Barker. I haven’t asked them that question. 

Mr. Greenwood. All right. Thank all of you. I hope you didn’t 
feel that the thumbscrews were tightened too much. I appreciate 
your assistance in our difficult task, and this committee is ad- 
journed. 

[Whereupon, the foregoing matter was concluded at 3:16 p.m.] 

[Additional material submitted for the record follows:] 

Prepared Statement of the Food and Drug Administration, Department of 
Health and Human Services 

INTRODUCTION 

Mr. Chairman and members of the Committee, like its sister agencies in the 
United States Department of Health and Human Services (HHS or the Depart- 
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ment), the Food and Drug Administration (FDA or Agency) is a public health agen- 
cy. But FDA is unique in the Department because it is primarily a regulatory agen- 
cy. 

As a result, for more than three decades FDA has had an aggressive disclosure 
and review process designed to ensure that its employees do not have any conflict 
of interest involving companies and entities that FDA “significantly regulates.” To 
maintain the public trust in its public health work, FDA has placed reasonable re- 
strictions on the financial and employment ties between FDA employees and the en- 
tities it regulates. 

At this time, the Agency is confident that the specific matter described in this 
statement is isolated. FDA fully anticipates that, when completed, the review of out- 
side activity requests that we have commenced will determine that the Agency’s pro- 
fessional scientists and administrators uniformly comply with the Agency’s stringent 
ethics requirements and that they conduct their regulatory work in fair, unbiased 
and impartial manner. 

FDA’s HIGH ETHICAL STANDARDS 

As a regulatory agency, FDA has a compelling need to monitor and impose rea- 
sonable restrictions on the financial and employment ties of our employees. FDA 
meets this standard through strict regulations governing financial interests and out- 
side activities for all employees of the Agency. Applicable laws and regulations in- 
clude the Standards of Ethical Conduct for employees of the Executive Branch (Title 
5, Code of Federal Regulations (CFR), section 2635), Title 18, United States Code 
(USC) section 202-209, and the Department’s supplemental standards of conduct (5 
CER §6501). 

HHS’s Supplemental Regulations contain FDA-specific provisions that establish 
prohibited financial interest rules for employees required to file a public disclosure 
report (using form SF 278) or a confidential financial disclosure report (using form 
OGE 450), and rules for seeking approval of outside activities. The prohibited inter- 
est regulations have been in effect since the early 1970’s and supersede the Office 
of Government Ethics’ (OGE) general rules on financial holdings. Under these FDA- 
specific regulations, employees who are required to file a public or a confidential fi- 
nancial disclosure form are prohibited from holding a financial interest in any orga- 
nization that is significantly regulated by FDA. This prohibition extends to the em- 
ployee’s spouse and minor child(ren), since their financial interests are imputed to 
the employee under 18 USC 208. These employees also are generally prohibited 
from employment with a “significantly regulated” organization. 

FDA has established an Ethics Program to help ensure that the decisions employ- 
ees make in their official capacity are not tainted by a conflict of interest or an ap- 
pearance of a conflict of interest. FDA’s Ethics Program is an integral part of the 
Agency’s overall operations. The program is fully staffed and dedicated to providing 
advice and assistance to FDA employees on ethics related laws and regulations. The 
Ethics and Integrity Staff are subject matter experts on the laws and regulations 
that form the framework of the FDA Ethics Program. 

OUTSIDE ACTIVITIES 

As a consequence of our strict Supplemental Regulations, employees who are re- 
quired to file a public or confidential financial disclosure report are prohibited from 
having employment with “FDA significantly regulated organizations.” In addition, 
public and confidential filers may not participate in consulting activities with any 
significantly regulated firm. There is a very narrow exception to this broad prohibi- 
tion, which is limited to the practice of medicine, pharmacy, dentistry, etc. The pur- 
pose of this exception is to allow employees to maintain their professional skills and 
licenses. 

FDA employees are required to seek advanced approval for all outside employ- 
ment and certain outside activities with the following exceptions: participation in ac- 
tivities of a political, religious, social, fraternal, or recreational organization (unless 
the position held requires the provision of professional services or is performed for 
compensation other than the reimbursement of expenses). Outside activities that re- 
quire approval include, but are not limited to, self-employment activities, office hold- 
ing in professional societies, teaching, writing and speaking activities, consultant or 
contracting work. 


BIOSPECT, INC. 

Dr. Emanuel F. Petricoin is a confidential filer in FDA’s Center for Biologies Eval- 
uation and Research (CBER or the Center). His duties at FDA do not include re- 
viewing pending applications for approval of new medical products. 
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In September 2002, Dr. Petricoin requested approval of an outside activity to pro- 
vide consulting services to Biospect, Inc. The request was reviewed and approved 
in October 2002 by the Director, Division of Management Services, CBER. At that 
time CBER reviewed available information on the company to determine whether 
FDA regulated Biospect’s activities, and we concluded that they were not FDA-regu- 
lated. 

During a recent review of outside activity requests, CBER questioned the ap- 
proval of this outside activity. The Center inquired about the current status of the 
company’s business and whether an outside activity with this company is appro- 
priate and approvable. Further review of Biospect, Inc. identifies the company as 
an emerging life science company that develops and identifies protein biomarker 
patterns. FDA consulted with HHS and subsequently determined that Biospect, Inc. 
participates in activities that are significantly regulated by FDA, and therefore out- 
side activities with this company are prohibited for public and confidential filers. 

On Friday, May 7, 2004, Dr. Jesse Goodman, Director of CBER met with Dr. 
Petricoin and advised that because Biospect, Inc. is now considered significantly reg- 
ulated by FDA, 

Dr. Petricoin must immediately cease all activity with respect to Biospect, Inc. 
Upon being informed of this. Dr. Petricoin immediately and voluntarily agreed to 
end all activity with Biospect, Inc. Accordingly, approval for this specific outside ac- 
tivity has been withdrawn and this outside activity has ended. 

FDA ETHICS REVIEW 

Since 1970, review of FDA employees’ requests to participate in outside activities 
has occurred within the FDA centers, at levels below that of the Center Director. 
This was based on the premise that individual FDA organizations are more knowl- 
edgeable about the official duty activities of their employees and therefore are better 
able to identify outside activities that may present conflict of interest concerns. 
Within CBER, the approving authority was delegated to the Director, Division of 
Management Services. 

FDA now believes that this delegation should be at a higher level. Consequently, 
on May 6, 2004, the Acting Commissioner issued an interim policy regarding the 
approval of outside activities. Under this policy, FDA Center Directors must review 
and, if an activity is allowed, approve all outside activity requests for employees 
within their centers. The Commissioner of Food and Drugs will be the approving 
official for employees in the Office of the Commissioner, and the Associate Commis- 
sioner for Regulatory Affairs will approve all requests for the employees of the Of- 
fice of Regulatory Affairs. 

In addition, in light of recent questions about possible conflicts of interest involv- 
ing HHS agencies, the Acting Commissioner of Food and Drugs has directed a com- 
prehensive review of all current outside activity requests for all FDA employees. 
Each request is being reviewed for compliance with applicable laws and regulations 
by Jeffrey M. Weber, Associate Commissioner for Management, Dr. Norris Alderson, 
Associate Commissioner for Science, and the FDA’s Office of Management Programs, 
Ethic and Integrity Staff. Once that review has been completed, FDA will issue a 
final policy on the review and approval of outside activities. 

CONCLUSION 

FDA’s commitment to the highest ethical standards in its dealings with regulated 
entities remains constant. FDA is confident that the current review of FDA employ- 
ees’ outside activities will show that the nation is well served by the dedication of 
FDA’s expert scientists and physicians and their demonstrated ability to conduct the 
public business fairly and impartially. At FDA, we are committed to the maintain- 
ing the highest ethical standards to assure that the decisions employees make in 
their official capacity are not tainted by a conflict of interest or an appearance of 
a conflict of interest. 
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Zerhouni Letter - Re: Awards, Travel, and Official Duty and Outside Activity Approvals - 
ACTION 


Swindell Letter to Marilyn Glynn requesting that some Employees file Public Financial 
Disclosure Reports. 


Swindell memo to DEC’S, re; Agency Procedures Reviewing Outside Activity Requests. 


Supreme Court Ruling; US, Petitioner v. Sun-Diamcmd Growers of California 


CRS Memo: From American Law Division re: Cash Awards/Prizes to Agency Heads 


CRS Lecture Award Opinion 

NIH Analysis of Ethics Concerning the Receipt of Lecture Awards by NIH Employees 


University of Pittsburgh Letter to Dr. George 


University of Pittsburgh Letter to Dr. Richard Wausner re; selection of Dickson Award 


Jake Wilson memo re; Recommendation to ttie Dickson Award 


Criteria - University of Pittsburgh School of Medicine Dickson Prize and Mellon Lecture 


Email - from Michele Russell-Einhorn r^arding Dickson Award for Dr. Klausner 


Email - from Karen Santoro regarding discussion with Phil Amarusso and Susan Sherman and 
Dr. Kiausners acceptance of Dickson Award. 


Hand written note regarding OGE and breast cancer lawsuit settlement announcement 


1/27/2004 


4/27/1999 






Note to Harriet Rabb from Swindell - Re: Dr. Klausner and determination for the Dickson Prize 


Hand written note regarding Phil Amarusso, NCI, John Hartinger and $300,000. Document 
number 40 


Hand written note regarding case against St. Luke Montreal. Document Number 41 


Email to Edgar Swindell, re: Dr. Klausner update. Document Number 45 


Email ' Karen Santoro, re: "Dixon Prize," Document Number 55 


Email - Karen Santoro, re; Dickson Prize, Document Number 63 


Jake Wilson re: the Dickson Prize 


Swindell Memo to Richard Klausner re; Dickson Prize in Medicine 


Hand written note regarding Dr. Klausner and accepting the award while declining the prize. 


9/4/1997 


9/4/1997 


9/11/1997 


10/1/1997 


10/1/1997 


10/7/1997 


Dickie, McCamey & Chilocote Letter to Alan Garfinkel re: Bernard Fisher v. Univ. of Pittsburgh 


internal Emails re: BRP drafts 


Request for Approval of Outside Activity for Emanuel F. Petricoin 


Request for Approval of Outside Activity for Lance A Liotta 


BIOSPECT Letter to extend a consulting agreement to Dr. Lance Liotta 


Biosoect Inc. Website Information. 


Correlogic Systems Inc. Website Information. 


Exhibit A to Dr, Liotta's Agreement with Biospect 


NCI Ethics Database re; Dr. Liotta's consulting agreement 


Zerhouni Letter re: Financial Disclosure 


NHI Memo re: Resubmission of Outside Activity Approvals 
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DEPARTMENT OF HEALTH &. HUMAN SERVICES 


TABl 


Public Health Service 


National Institutes of Health 
Bethesda, Maryland 20892 
www.nih.gov 


NOV 2 0 2C;3 

TO: IC Directors 

OD Senior Staff 

FROM: Director, NIH 

SUBJECT: Awards, Travel, and Official Duty and Outside Activity Approvals-ACTION 


Congress has completed the doubling of the NIH budget, which is an expression of the priority 
given to biomedical research by the American people. It is also emblematic of the trust and 
confidence the Nation’s lawmakers have in NIH and its employees. This trust is a precious 
commodity that must be maintained through outstanding performance and strict adherence to 
ethical principles. Should the public lose faith in the ability of NIH to support excellent research 
and practice high standards of ethical behavior, the biomedical research enterprise in the United 
States will lose its momentum. 

Recently Congress and the media have been scrutinizing the implementation of ethics rules at the 
NIH. They are reviewing a wide range of activities that are allowed under Federal regulations, 
including lecture awards, outside activities, consultant arrangements, and financial holdings. 

Care must be taken to ensure that we continue to adhere to strict ethical practices and fiiat we 
avoid the perception of conflicts of interest, even in situations where remuneration or awards are 
considered permissible. 

As you know, NIH employees cannot accept compensation from outside entities for the 
performance of activities that are part of our official responsibilities. Even in cases where we are 
permitted to accept compensation for teaching, speaking, and writing on subjects within our field 
of expertise, or to accept awards recogni2ang our achievements, I urge you to exercise cautious 
judgment in accepting such honors. Although the applicable rules permit us to accept these 
rewards, they also encourage us to exercise sound judgment, noting “it is never inappropriate and 
frequently prudent for an employee to decline a gift.” Each of us must ultimately assess whether 
the risk of adverse perception counsels against accepting the financial benefits associated with 
various honors. Please consider the greater good of the NIH when deciding whether to accept 
financial benefits offered in recognition of your work or public service. As the Director of NIH, I 
will not accept any financial or travel benefit offered as part of any award from an entity that 
does business with the NIH. 

Although I am confident that our system of managing conflicts of interest at NIH has been 
successful in preventing breaches of Federal ethics rules, I believe we can improve our 
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performance by subjecting ethics deliberations to a more transparent process of peer review. 
Therefore, I will establish a committee to provide advice to the NIH Deputy Ethics Counselors 
on specific activities such as the acceptance of lecture awards and consulting arrangements. This 
committee will provide NIH Deputy Ethics Counselors widi valuable deliberative information to 
ensure final ethics decisions are consistent with Federal rules and avoid the perception of 
conflicts. The committee will also help NIH officials determine the appropriateness of engaging 
in activities that are not part of their official duties. 

Finally, in order to coordinate better the efforts of the ethics program staff and the Office of 
Management (OM), effective immediately, copies of approved official duty clearances (required 
by our manual issuance for all IC Directors and staff) must be attached to travel paperwork when 
it is submitted to OM for approval. Please remind your employees that timely prior approval is 
required for official duty and most outside activities prior to the start of such activities. 

Thank you for your cooperation. 
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OBiSSaB Froffl-Z0ZSB0E351 Z0ZEB0S3S1^ 


D£PA&TME^r^ OF HEALTH & HUMAN SERTICES 

TAB 2 

January 12, 2004 


T-4EZ P.DDZ/DD3 F-Z36 


Offbe of the Secretary 


Office at the Ganerel Counsel 
Washinawn. D.C. 20201 


Ms. Marilyn L. Giym 

Actmg Director 

0£5ce of Govennnent Ethics 

1201 New York Aveoue, N.W.J Suite 500 

Washington, DC 20D05-3917 

Dear Ms. Glynn: 

I am writing to request your deteimmalioo pursuant to § 1 0 1 of riie Ethics in Government Act 

of 197S. as amended (Tide 1, 5 U.S.C. Pub, L. No. 95-521) (bereafier “toe Acf tiiat 

certain employees of toe Nadonal toshtutcs oFHealto (NH), by virtue of their level of authority, 
stmuld be required to rile Public Financial Disdosuxe R^orts (SF 278s). Spedrically, I request 
that you detacmine that Institute/Cenier (IC) Diiectois, IC D^uty Directors, 1C Scienriric 
Dilators, and IC Clinical Directoxs are of "equal classTficaljoa” to the riling positions that are 
^edrically designated in the statute by category or salary level. 

Although these detcnninatioiis are appropriately evaluated on a. “case-by-case,” rather than a 
"ckss or camgo7y**basls, toe tour ideatiried tides are replicated in each of the institutes arui 
centers vrito substantially identical functions; only the subject matter of each componenfs 
medical research would be difierenL The Nadonal Institutes of Health will endeavor to provide 
any additional infnnnafion that require to make tois detonnioaoon. Inasmuch as toese 

functional responabilities were staffed under special authorities within Title 42 of toe Public 
Hesdth Service Act, I am informed toat they do not have “position descriprdciiis” as would 
nonnaUy be expected within the civil service. Accordingly, in support of tois request, and in 
order to fully dmonstrate toat these roles carry particularly hi^ levels of responsibility, similar 
to that of Senior Executive Service (SES) posittons, please consider toe following infonnatioa 
provided by NlH: 

The NIH is presently comprised of 27 Institntss and Centers (ICs). In fiscal year 2003, the NIH 
budg^ was S27.9 billion. The senior leadoslup of each of toe ICs maxsages tocir tespBcdve 
bud^ allocations, collectively identifies n^oi areas of biomedical res^ch within the e?q3ertise 
of toeir IC staff, ^tahlishes the research objectives and plans for their ICs, approves the 
imrividual intramural research programs vri^n the labs of the IC and the extramural research 
supported by NIH funding, and serve as liaisons to toe media, special interest groups, hi^ 
rankiag scientific and cxtxurive ofBcials toroughout toe Department of Health and Human 
Services and other federal agencies, and to Congress. They are, at various times, involved in 
international relations related to healtocare issues, and policy development discussions at toe 
highest levels of the Executive Branch. 

IC Directors arc appointed by the Director, NIH, report directiy to toe Director, and are chai^d 
wife falfilHng the statutory mandates established under toe Public itealto Act, Tide 42 of toe 
U-S. Code. IC Directors provide overall leadership and vision to toe national programs of the 
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NIH. aie lespossible fac integrating key national and agency goals, priorities, and values 
into the intraxnuial and extratnurai programs of their ICs. Along with the NIH DepuQ' Directors, 
they serve as key policy advisozs ia the Director, NIH, on issues sindi as research priorities, 
gtr a ^ gje planning sod management. IC Directors regularty speak on briialf of their 
Qigamzadom before ^>ecial interest groups, die media, and national and intematioiial s ci e ntifi c 
esqzezts. In the interest of gnciiri^g that scientific discoveries are tran^sded as broadly as possible 
into the mols, diagnngries and phsmaceuticals of the future, are lacked with, fostering and 
mamtalTung wozli^ letetjonships voth oth^ HIH ICs through iatsr-IC nutiatrv^ and with 
developing and enhancing aHiances with an e'/^-widening ran^ of stakehol d^. 

The D^mly Directors of each of the ICs are icspcoisible for the overall management of their 
rospectiw large and (Hverse extramural research programs. Th^ dev^op new approadies to 
funding research on innovative hi^ prioriQr studies, often involving most vulnerable 

populations. Workiig with the Directors ctf foeir ICs, thty arc integral to ihe creation of strategic 
plans for dudr ICs. 

IC Scaeniiilc Directors manage and coorc^Bahs intramural programs of each of the IC^. They 
set research goals and priorities, oversee foe scRStific and technical peer review of all intramural 
laboiatoziss wifoin their lespecnve ICs, az^ adrise the NIH in relation to a^ncy-wide policies. 

1C Clinical Directors provide scienrific leadership and management for the intramural clinical 
reseatcb petfoizned wifoin the ICs and foe NIB Clinical Center. They provide foe infrastructure 
needed to promote hi^ quality studies of foe safe^ eoid efficacy of new and novel approaches to 
tlmvastarz^of human illnesses forou^ protocol review. cUmcalinfonnalics, and data and 
safe^ Twanwgpjngpt. They are re^onalble for creating and maintaining research environments in 
whidi clinical findings influence the direction of lab studies, and cooidinaic inter-IC research 
programs. 

Ba^ tq3on foe high le>^ of lesponsfoOity assod^d with each of foese functiox^ titles, I 
rtt[aest that you determine foai their roles are of dqual classification to those specifically 
designated in § 101 of foe Ethics in Government Act and, therefore, that employees bolding these 
appointments are required to file public financial disclosure reports. 

Should you need any additional infonnstion or wish to discuss fois request, please contact me, at 
(2(^)690-7258, or Gretehen Weaver of my siaft at (301) 594-8166. 


Sincerely, 



Designated Agency Ethics Official 

cc: Rayoani S. Kington, M.D., Ph-D., M-B A- 

D^foy Director, NIKb D^uty E^cs Coiinsdor, NIH/OD 
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Office of the Secretary 


TAB 3 


Office of the Geoeraf Counsel 
Washington. D-C- 2020t 


Januaiy 27, 2004 


memorandum 


TO: 


FROM; 


Deputy Ethics Counselors 
Ethics Contacts 

Edgar M. Svvindell 


Associate General CoiflSsel for Ethics 
Designated Agency Ethics OSicial 



SUBJECT : Internal Agency Procedures or Processes for Reviewing 

HHS 520 Outside Activity Request Foirns 


Following consultation with the Office of Government Ethics (OGE), and pursuant to my 
authority as the Designated Agency Ethics Official (DAEO) under the Ethics in Government Act 
of 1978 and 5 C.F.R. Pan 2638, I am directing that Deputy Ethics Counselors, supervisors and 
others who review and approve outside activity requests must inquire of the applicant the amount 
and type (e.g., cash, stock, or stock options) of income, compensation, fees, remuneration, 
expenses, or reimbursement that is to be received in connection with the proposed activity. 

When evaluating any previously approved, ongoing outside activity for continued compliance 
with existing law, the reviewer must also im^uiie retrospectively as to the cumulative amount of 
any income or other monetaiy receipts (iiK:ludmg the type or method of payment) fiat was 
received from the outside source in connection with the approved aedvity. Employees will be 
required to provide this information if they desire to have ieir request considered or continued, 
and a failure to do so will result in denial of the request 

The information that is collected from this review process shall be annotated in "Item Number 1 7” 
on the reverse of the HHS Form 520. In this manner, the data is maintained within the existing 
govemment-wide system of ethics records, OGE/GOVT 1 (for public filets and others) and 
OGE/GOVT 2 (for confidential filers), and is available for the routine uses therein described. 


As you know, the purpose of the prior approval process is to ensure that the proposed activity 
does not violate any statute or regulation, including the OGE Standards, 5 C.F.lL Part, 2635, and 
tlw HHS supplemental ethics regulation, 5 C.FJl. Part 5501 . To that end, eliciting the dollar 
amount is relevant for determining whether the compensation is so excessive or disproportionate 
to the time expended as to suggest, for example, that public office is being used for private gain, 

5 CE.R. § 2635.801(c); that the bribery or illegal gratuities statute is implicated, 18 U.S.G. § 201; 
or that a salary supplementation for peifonning official duties has been proffered, 18U.S.C. §209. 
Moreover, non-career Senior Executive Service employees who pursue otitside activities are 
subject to an annua] compensation limitation, currently $23,550, under 5 C.F.R. § 2636304. 
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This change is effective immediately, and all internal agency procedvtre or process stetcmcnts, 
policies, or manuals used within the respective operating and staff divisions for handling HHS 
520s shall be amended lo comply with this directive. CopiKi of these amendments shall be filed 
vrith the DAEO on or before February 17, 2004. 

Thank you for your cooperation in implementing this requirement. If you have any questions, 
please call the Ethics Division at (202) 690-7258. 

cc: Deputy General Counsels 

Associate General Counsels 
Chief Counsels, Regions I-X 
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Opinion of the Court 


NOTICE This opinion is subject to formal revision before publication m the 
prehminarv- print of the United States Reports Readers are requested to 
notiN the Reporter of Decisions. Supreme Court of the United Slates. Wash 
ingion. D C 20543. of an\- typographical or other formal errors in order 
that corrections may be made before the preliminary print goes to press. 

SUPREME COURT OF THE UNITED STATES 


No 98-131 


UNITED STATES. PETITIONER v'. SUN-DIAMOND 
GROWERS OF CALIFORNIA 

ON WRIT OF CERTIORARI TO THE UNITED STATES COURT OF 
APPEALS FOR THE DISTRICT OF COLUMBIA CIRCUIT 

[April 27, 19991 

Justice Scalia delivered the opinion of the Court. 

Talmudic sages believed that judges who accepted 
bribes would be punished by eventually losing all knowl- 
edge of the divine law. The Federal Government, dealing 
with many public officials who are not judges, and with at 
least some judges for whom this sanction holds no terror, 
has constructed a framework of human laws and regula- 
tions defining various sorts of impermissible gifts, and 
punishing those who give or receive them with adminis- 
trative sanctions, fines, and incarceration. One element of 
that framework is 18 U. S, C. §201 (c)(1)(A). the “illegal 
gratuity statute,' which prohibits giving “anything of 
value" to a present, past, or future public official "for or 
because of any official act performed or to be performed by 
such public official.’ In this case, we consider whether 
conviction under the illegal gratuity statute requires any 
showing beyond the fact that a gratuity was given because 
of the recipient s official position. 
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2 UNITED STATES v. SUN-DIAMOND GROWERS OF CAL, 
Opinion of the Court 

I 

Respondent is a trade association that engaged in mar- 
keting and lobbying activities on behalf of its member 
cooperatives, which were owned by approximately 5.000 
individual growers of raisins, figs, walnuts, prunes, and 
hazelnuts. Petitioner United States is represented by 
Independent Counsel Donald Smaltz, who. as a conse- 
quence of his investigation of former Secretary of Agricul- 
ture Michael Espy, charged respondent with, inter alia. 
making illegal gifts to Espy in violation of §201 (c)(1)(A). 
That statute provides, in relevant part, that anyone who 

“otherwise than as provided by law for the proper dis- 
charge of official duty . . directly or indirectly gives, 
offers, or promises anything of value to any public of- 
ficial, former public official, or person selected to be a 
public official, for or because of any official act per- 
formed or to be performed by such public official, for- 
mer public official, or person selected to be a public of- 
ficial . . . shall be fined under this title or imprisoned 
for not more than two years, or both." 

Count One of the indictment charged Sun-Diamond with 
giving Espy approximately S5.900 in illegal gratuities: 
tickets to the 1993 U. S. Open Tennis Tournament (worth 
$2,295), luggage (S2.427). meals ($665). and a framed 
print and crystal bowl ($524). The indictment alluded to 
two matters in which respondent had an interest in favor- 
able treatment from the Secretary at the time it bestowed 
the gratuities. First, respondents member cooperatives 
participated in the Market Promotion Plan (MPP). a grant 
program administered by the Department of Agriculture 
to promote the sale of U. S. farm commodities in foreign 
countries. The cooperatives belonged to trade organiza- 
tions, such as the California Prune Board and the Raisin 
Administrative Committee, which submitted overseas 
marketing plans for their respective commodities. If their 
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plans were approved by the Secretary of Agriculture, the 
trade organizations received funds to be used in defraying 
the foreign marketing expenses of their constituents. 
Each of respondent s member cooperatives was the largest 
member of its respective trade organization, and each 
received significant MPP funding. Respondent was un- 
derstandably concerned, then, when Congress in 1993 
instructed the Secretary to promulgate regulations giving 
small-sized entities preference in obtaining MPP funds. 
Omnibus Budget Reconciliation Act of 1993. Pub, L. 1 OS- 
es, •§1302{b)(2)(A), 107 Stat. 330-331. If the Secretary did 
not deem respondents member cooperatives to be small- 
sized entities, there was a good chance they would no 
longer receive MPP grants. Thus, respondent had an 
interest in persuading the Secretary to adopt a regulatory 
definition of "small-sized entity" that would include its 
member cooperatives. 

Second, respondent had an interest in the Federal Gov- 
ernment's regulation of methyl bromide, a low-cost pesti- 
cide used by many individual growers in respondents 
member cooperatives. In 1992, the Environmental Protec- 
tion Agency announced plans to promulgate a rule to 
phase out the use of methyl bromide in the United States. 
The indictment alleged that respondent sought the De- 
partment of Agricultures assistance in persuading EPA to 
abandon its proposed rule altogether, or at least to miti- 
gate its impact. In the latter event, respondent wanted 
the Department to fund research efforts to develop reliable 
alternatives to methyl bromide. 

Although describing these two matters before the Secre- 
tary in which respondent had an interest, the indictment 
did not allege a specific connection between either of 
them- or between any other action of the Secretary- and 
the gratuities conferred. The District Court denied re- 
spondents motion to dismiss Count One because of this 
omission. 941 F. Supp. 1262 (DDC 1996). The court 
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Stated: 

“(Tjo sustain a charge under the gratuity statute, it is 
not necessary for the indictment to allege a direct 
nexus between the value conferred to Secretary Esp)' 
by Sun-Diamond and an official act performed or to be 
performed by Secretary Espy. It is sufficient for the 
indictment to allege that Sun-Diamond provided 
things of value to Secretary Espy because of his posi- 
tion." Id., at 1265. 

At trial, the District Court instructed the jury along 
these same lines. It read §201(c)(l)(A) to the jury twice 
(along with the definition of "official act" from §20 1(a) (3)). 
but then placed an expansive gloss on that statutory 
language, saying, among other things, that "[ilt is suffi- 
cient if Sun-Diamond provided Espy with unauthorized 
compensation simply because he held public office." and 
that ‘'lt]he government need not prove that the alleged 
gratuity was linked to a specific or identifiable official act 
or any act at all." App. to Pet. for Cert. 85a. 87a. The jury 
convicted respondent on. inter alia. Count One (the only 
subject of this appeal), and the District Court sentenced 
respondent on this count to pay a fine of S400.000.* 

The Court of Appeals reversed the conviction on Count 
One and remanded for a new trial, stating: 

"Given that the for or because of any official act ’lan- 
guage in §201(c)(l)(A) means what it says, the jury in- 
structions invited the jury to convict on materially 
less evidence than the statute demands- evidence of 


■ Respondent was also sentenced to serve five vears probation on this 
and the other counts of which it stood convicted. Insofar as that ele- 
ment of the sentence was concerned, the Court of Appeals remanded for 
resentencing because the probation included impermissible reporting 
requirements. 138 F. 3d 961. 977 (CADC 1998j. That issue is not 
before us. 
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gifts driven simply by Espys official position." 138 
F. 3d 961, 968 (CADC 1998). 

In rejecting respondents attack on the indictment, how- 
ever. the court stated that the Government need not show 
that a gratuity was given "for or because of" any particular 
act or acts: 'That an official has an abundance of relevant 
matters on his plate should not insulate him or his bene- 
factors from the gratuity statute- as long as the jury is 
required to find the requisite intent to reward past favor- 
able acts or to make future ones more likely. " Id., at 969. 

We granted certiorari. 525 U. S. (1998). 

II 

Initially, it will be helpful to place §201 (c)(1)(A) within 
the context of the statutory scheme. Subsection (a) of §201 
sets forth definitions applicable to the section- including a 
definition of "official act," §20 1(a) (3). Subsections (b) and 
(c) then set forth, respectively, two separate crimes- or 
two pairs of crimes, if one counts the giving and receiving 
of unlawful gifts as separate crimes- with two different 
sets of elements and authorized punishments. The first 
crime, described in §201 (b)(1) as to the giver, and 
§20 1(b) (2) as to the recipient, is briberv', which requires a 
showing that something of value was corruptly given, 
offered, or promised to a public official (as to the giver) or 
corruptly demanded, sought, received, accepted, or agreed 
to be received or accepted by a public official (as to the 
recipient) with intent, inter alia, "to influence any official 
act” (giver) or in return for 'being influenced in the per- 
formance of any official act" (recipient). The second crime, 
defined in §201 (c)(1)(A) as to the giver, and §201 (c)(1)(B) 
as to the recipient, is illegal gratuity, which requires a 
showing that something of value was given, offered, or 
promised to a public official (as to the giver), or demanded, 
sought, received, accepted, or agreed to be received or 
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accepted by a public official (as to the recipient), "for or 
because of any official act performed or to be performed b\' 
such public official." 

The distinguishing feature of each crime is its intent 
element. Bribery requires intent "to influence" an official 
act or "to be influenced" in an official act, while illegal 
gratuity requires only that the gratuity be given or ac- 
cepted "for or because of" an official act. In other words, 
for bribery there must be a quid pro quo- a specific intent 
to give or receive something of value in exchange for an 
official act. An illegal gratuity, on the other hand, may 
constitute merely a reward for some future act that the 
public official will take (and may already have determined 
to take), or for a past act that he has already taken. The 
punishments prescribed for the two offenses reflect their 
relative seriousness: Bribery may be punished by up to 15 
years ’ imprisonment, a fine of $250,000 ($500,000 for 
organizations) or triple the value of the bribe, whichever is 
greater, and disqualification from holding government 
office. See 18 U. S. C. §§201(b) and 3571. Violation of the 
illegal gratuity statute, on the other hand, may be pun- 
ished by up to two years ' imprisonment and a fine of 
$250,000 ($500,000 for organizations). See §§201 (c) and 
3571. 

The District Courts instructions in this case, in differ- 
entiating between a bribe and an illegal gratuity, correctly 
noted that only a bribe requires proof of a quid pro quo 
The point in controversy here is that the instructions went 
on to suggest that §201(c)(l)(A). unlike the bribery statute, 
did not require any connection between respondents 
intent and a specific official act. It would be satisfied, 
according to the instructions, merely by a showing that 
respondent gave Secretary' Espy a gratuity because of his 
official position- perhaps, for example, to build a reservoir 
of goodwill that might ultimately affect one or more of a 
multitude of unspecified acts, now and in the future. The 
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United States, represented by the Independent Counsel, 
and the Solicitor General as amicus curiae, contend that 
this instruction was correct. The Independent Counsel 
asserts that "section 201(c)(lKA) reaches any effort to buy 
favor or generalized goodwill from an official who either 
has been, is, or may at some unknown, unspecified later 
time, be in a position to act favorably to the giver s inter- 
ests." Brief for United States 22 (emphasis added). The 
Solicitor General contends that §20 1(c)(1) (A) requires only 
a showing that a “gift was motivated, at least in part, by 
the recipients capacity to exercise governmental power or 
influence in the donors favor" without necessarily showing 
that it was connected to a particular official act. Brief for 
the United States Dept, of Justice as Amicus Curiae 17 
(emphasis added). 

In our view, this interpretation does not fit comfortably 
with the statutory text, which prohibits only gratuities 
given or received "for or because of any official act per- 
formed or to be performed" (emphasis added). It seems to 
us that this means "for or because of some particular 
official act of whatever identity"- just as the question 'Do 
you like any composer?" normally means 'Do you like 
some particular composer i*'' It is linguistically possible, of 
course, for the phrase to mean "for or because of official 
acts in general, without specification as to which one"- 
just as the question 'Do you like any composer?" could 
mean 'Do you like all composers, no matter what their 
names or music?" But the former seems to us the more 
natural meaning, especially given the complex structure of 
the provision before us here. Why go through the trouble 
of requiring that the gift be made "for or because of any 
official act performed or to be performed by such public 
official." and then defining "official act" (in §201 (a) (3)) to 
mean "any decision or action on any question, matter, 
cause, suit, proceeding or controversy, which may at any 
time be pending, or which may by law be brought before 
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could easily be regarded as having been conferred, not 
only because of the official s position as President or Secre- 
tary, but also (and perhaps principally) "for or because of ' 
the official acts of receiving the sports teams at the White 
House, visiting the high school, and speaking to the farm- 
ers about USDA policy, respectively. The answer to this 
objection is that those actions- while they are assuredly 
"official acts" in some sense- are not "official acts" within 
the meaning of the statute, which, as we have noted, 
defines "official act " to mean “any decision or action on any 
question, matter, cause, suit, proceeding or controversy, 
which may at any time be pending, or which may by law 
be brought before any public official, in such official s 
official capacity, or in such official s place of trust or 
profit." 18 U. S. C. §201{a)(3). Thus, when the violation is 
linked to a particular "official act." it is possible to elimi- 
nate the absurdities through the definition of that term. 
When, however, no particular "official act” need be identi- 
fied, and the giving of gifts by reason of the recipients 
mere tenure in office constitutes a violation, nothing but 
the Governments discretion prevents the foregoing exam- 
ples from being prosecuted. 

The Government insists that its interpretation is the 
only one that gives effect to all of the statutory language. 
Specifically, it claims that the "official position" construc- 
tion is the only way to give effect to §201 (c)(1)(A) s for- 
ward-looking prohibition on gratuities to persons who 
have been selected to be public officials but have not yet 
taken office. Because, it contends, such individuals would 
not know of specific matters that would come before them, 
the only way to give this provision effect is to interpret 
"official act" to mean "official position," But we have no 
trouble envisioning the application of §201 (c)(1)(A) to a 
selectee for federal office under the more narrow interpre- 
tation. If, for instance, a large computer company that has 
planned to merge with another large computer company 
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makes a gift to a person who has been chosen to be Assis- 
tant Attorney General for the Antitrust Division of the 
Department of Justice and who has publicly indicated his 
approval of the merger, it would be quite possible for a 
jury to find that the gift was made "for or because of" the 
person s anticipated decision, once he is in office, not to 
challenge the merger. The uncertainty of future action 
seems to us, in principle, no more an impediment to prose- 
cution of a selectee with respect to some future official act 
than it is to prosecution of an officeholder with respect to 
some future official act. 

Our refusal to read §20 1(c)(1)(A) as a prohibition of gifts 
given by reason of the donees office is supported by the 
fact that when Congress has wanted to adopt such a 
broadly prophylactic criminal prohibition upon gift giving, 
it has done so in a more precise and more administrable 
fashion. For example, another provision of Chapter 1 1 of 
Title 18, the chapter entitled 'Bribery. Graft, and Conflicts 
of Interest," criminalizes the giving or receiving of any 
"supplementation" of an Executive officials salary, with- 
out regard to the purpose of the payment. See 18 U. S. C. 
§209(a). Other provisions of the same chapter make it a 
crime for a bank employee to give a bank examiner, and 
for a bank examiner to receive from a bank employee, "any 
loan or gratuity," again without regard to the purpose for 
which it is given. See §§212-213. A provision of the Labor 
Management Relations Act makes it a felony for an em- 
ployer to give to a union representative, and for a union 
representative to receive from an employer, anything of 
value. 29 U. S. C. §186 (1994 ed. and Supp. III). With 
clearly framed and easily administrable provisions such as 
these on the books imposing gift-giving and gift-receiving 
prohibitions specifically based upon the holding of office, it 
seems to us most implausible that Congress intended the 
language of the gratuity statute- "for or because of any 
official act performed or to be performed"- to pertain to 
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the office rather than {as the language more naturally 
suggests) to particular oHicial acts. 

Finally, a narrow, rather than a sweeping, prohibition is 
more compatible with the fact that §20 1(c)(1) (A) is merely 
one strand of an intricate web of regulations, both admin- 
istrative and criminal, governing the acceptance of gifts 
and other self-enriching actions by public officials. For 
example, the provisions following §201 in Chapter 11 of 
Title 18 make it a crime to give any compensation to a 
federal employee, or for the employee to receive, compensa- 
tion, in consideration of his representational assistance to 
anyone involved in a proceeding in which the United 
States has a direct and substantial interest, §203; for a 
federal employee to act as "agent or attorney" for anyone 
prosecuting a claim against the United States, §205(a)(l): 
for a federal employee to act as "agent or attorney" for 
anyone appearing before virtually any Government tribu- 
nal in connection with a matter in which the United 
States has a direct and substantial interest. §205 (a) (2); for 
various types of federal employees to engage in various 
activities after completion of their federal service, §207; for 
an Executive employee to participate in any decision or 
proceeding relating to a matter in which he has a financial 
interest, §208: for an employee of the Executive Branch or 
an independent agency to receive "any contribution to or 
supplementation of salary . . . from any source other than 
the Government of the United States," §209; and for a 
federal employee to accept a gift in connection with the 
"compromise, adjustment, or cancellation of any farm 
indebtedness." §217. A provision of the Internal Revenue 
Code makes it criminal for a federal employee to accept a 
gift for the "compromise, adjustment, or settlement of any 
charge or complaint" for violation of the revenue laws. 26 
U. S. C. §72]4(a)(9). 

And the criminal statutes are merely the tip of the 
regulatory iceberg. In 5 U. S. C. §7353. which announces 
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broadly that no "employee of the executive, legislative, or 
judicial branch shall solicit or accept anything of value 
from a person . , . whose interests may be substantially 
affected by the performance or nonperformance of the indi- 
vidual s official duties," §7353(a)(2). Congress has author- 
ized the promulgation of ethical rules for each branch of 
the Federal Government, §7353(b)(l). Pursuant to that 
provision, each branch of Government regulates its em- 
ployees acceptance of gratuities in some fashion. See, e.g.. 

5 CFR §2635,202 et seq. (1999) (Executive employees): 
Rule XXXV of the Standing Rules of the Senate, Senate 
Manual, S. Doc. No. 104-1 (rev. July 18, 1995) (Senators 
and Senate Employees); Rule XXVI of the Rules of the 
House of Representatives, 106th Cong. (rev. Jan. 7. 1999) 
(Representatives and House employees): 1 Research Pa- 
pers of the National Commission on Judicial Discipline & 
Removal, Code of Conduct for U. S. Judges, Canon 5(C)(4), 
pp. 925-927 (1993) (federal Judges). 

All of the regulations, and some of the statutes, de- 
scribed above contain exceptions for various kinds of 
gratuities given by various donors for various purposes. 
Many of those exceptions would be snares for the unwary', 
given that there are no exceptions to the broad prohibition 
that the Government claims is imposed by §201 (c)(1). In ^ 
this regard it is interesting to consider the provisions of 5 
CFR §2635.202 (1999), issued by the (JMice of Govemmenc 
Ethics (OGE) and binding on all employees of the Exec- 
utive Branch and independent agencies. The first sub - 
section of that provision, entitled "General prohibitions." 
Tnakes unlawful approximately (it not precisely) what the 
Government asserts §201 (c)(1)(B) makes unlawiul: accep- 
tance ot a gilt "|t|rom a prohibited SOUfte \detihed to 
include any person who "[h)as interests that may be su b- 
stantially affected by performance or nonperformance 
of the employees official duties," 5 CFR §2635. 203(d)(4) 
(1999)) or “Igjiven because ol the employees official posi- 
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tion " §2635. 202(a) (2). The second subsection, entitled 

"Relationship to illegal gratuities statute, ” then provides: 

“Unless accepted in violation of paragraph (c)(1) of 
this section [banning acceptance of a gift in return for 
being influenced in the performance of an official act ]. 
a gift accepted under the standards set forth in this 
subpart shall not constitute an illegal gratuity other- 
wise prohibited by 18 U. S. C. §201 (c)(1)(B)." 
§2635. 202(b) (emphasis added). 

We are unaware of any law empowering OGE to decrimi- 
nalize acts prohibited by Title 18 of the United States 
Code. Yet it is clear that many gifts “accepted under the 
standards set forth in (the relevant] subpart “ will vio- 
late 18 U. S. C. §201(c)(l)(B) if the interpretation that 
the Government urges upon us is accepted. The subpart 
includes, for example- as §201 (c)(1)(B) does not- excep- 
tions for gifts of $20 or less, aggregating no more than 
$50 from a single source in a calendar year, see 5 
CFR §2635. 204(a) (1999), and for certain public-serv'ice 
or achievement awards and honorary degrees, see 
§2635.204 (d). We are frankly not sure that even our more 
narrow interpretation of 18 U. S C. §201 (c)(1)(B) will 
cause OGEs assurance of nonviolation if the regulation is 
complied with to be entirely accurate; but the misdirec- 
tion, if any, will be infinitely less. 

More important for present purposes, however, this 
regulation, and the numerous other regulations and stat- 
utes littering this field, demonstrate that this is an area 
where precisely targeted prohibitions are commonplace, 
and where more general prohibitions have been qualified 
by numerous exceptions. Given that reality, a statute in 
this field that can linguistically be interpreted to be either 
a meat axe or a scalpel should reasonably be taken to be 
the latter. Absent a text that clearly requires it, we ought 
not expand this one piece of the regulatory puzzle so dra- 
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matically as to make many other pieces misfits. As dis- 
cussed earlier, not only does the text here not require that 
result; its more natural reading forbids it. 

Ill 

As an alternative means of preserv'ing the jury s verdict 
on Count One, the Government contends that the District 
Court s mistaken instruction concerning the scope of 
§20 1(c)(1) (A) constituted harmless error. As described 
earlier, the District Court twice read the text of 
§§201 (c)(1)(A) and 201(a)(3), but it then incorrectly ex- 
plained the meaning of that statutory language by essen- 
tially substituting the term “official position" for “official 
act." More specifically, the court instructed the jury as 
follows: 

The essence of the crime is the official s position [as] 
the receiver of the payment not whether the official 
agrees to do anything in particular, that is, not 
whether the official agrees to do any particular official 
act in return. Therefore ... to prove that a gratuity 
offense has been committed, it is not necessary to 
show that the payment is intended for a particular 
matter then pending before the official. It is sufficient 
if the motivating factor for the payment is just to keep 
the official happy or to create a better relationship in 
general with the official. 


'It is sufficient if Sun-Diamond provided Espy with 
unauthorized compensation simply because he held 
public office. 


Tn order for you to convict Sun-Diamond of violating 
the gratuity statute, you must find beyond a reason- 
able doubt that Sun-Diamond gave the gifts to Mr. 
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Espy for or because of Mr. Espy s official government 
position and not solely for reasons of friendship or so- 
cial purpose. 

■■With respect to official acts, the government has to 
prove that Sun-Diamond Growers of California gave 
knowingly and willingly Secretary Espy things of 
value while it had issues before the United States De- 
partment of Agriculture. 

'Now the government must prove that the gratuity 
was knowingly and willingly given for or because of an 
official act performed or to be performed by the Secre- 
tary of Agriculture. Michael Espy. That means that 
the government must prove that Sun-Diamond Grow- 
ers of California . . . know'ingly and willingly gave the 
gratuities, at least in part, because of the Secretary s 
position in appreciation of Sun-Diamond Growers of 
California s relationship with him as a public official 
or in anticipation of the continuation of its relation- 
ship with him as a public official. The government 
need not prove that the alleged gratuity was linked to 
a specific or identifiable official act or any act at all. " 
App to Pet. for Cert. 84a-86a. 87a-88a. 

The Government contends that the jury s verdict ren- 
dered pursuant to these instructions necessarily included 
a finding that respondents gratuities were given and 
received ‘for or because of" an official act or acts. Upon 
closer examination, however, this argument is revealed to 
be nothing more than a restatement of the same flawed 
premise that permeated the instructions themselves and 
that we have just rejected: 'By returning a guilty verdict, 
the jury necessarily rejected respondents theory of de- 
fense and found beyond a reasonable doubt that the gifts 
were motivated by the fact that the Secretary of Agricul- 
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ture exercised regulatory authority over respondents 
business." Brief for United States 44. The Court of Ap- 
peals tersely rejected this claim of harmless error, 138 
F. 3d. at 968, and we do the same. 


We hold that, in order to establish a violation of 18 
U. S. C. §20l(c)(l)(A), the Government must prove a link 
between a thing of value conferred upon a public official 
and a specific "official act” for or because of which it was 
given. We affirm the judgment of the Court of Appeals, 
which remanded the case to the District Court for a new 
trial on Count One. Our decision today casts doubt upon 
the lower courts ' resolution of respondent s challenge to 
the sufficiency of the indictment on Count One- an issue 
on which certiorari was neither sought nor granted. We 
leave it to the District Court to determine whether that 
issue should be reopened on remand. 


It is so ordered. 
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Memorandum 


December 4. 2003 


TO: House Committee on Energ>' and Commerce 

Attention: Alan Slobodin 

FROM: American Law Division 

SUBJECT : Cash “Awards” and “Prizes” to Agency Heads from Grantees of the Agenc; 


This memorandum is prepared in response to the Committee’s request, as discussed 
with counsel Alan Slobodin. The American Law Division previously provided a legal 
analysis to your Committee, dated May 20, 2003, discussing federal law and interpretation 
concerning the receipt of cash gifts, including "awards," by an agency head from a grantee 
of that official’s agency. In response to the Committee’s subsequent inquiry to that agency, 
the Committee received an unsigned memorandum (or “white paper”) from the Department 
ofHealth and Human Services, dated July 1 1, 2003, which attempted to justify the receipt 
of cash awards by the head of an agency in the Department, the National Cancer Institute of 
the National Institutes of Health, based on a panicular exemption to the executive branch 
gifts regulation. The Committee has asked for a legal analysis of the HHS response. 

The Department memorandum would construe the gifts restriction, and the narrow 
exemption in it for bona fide “awards” to federal officials from disinterested sources, in such 
a permissive manner as to condone the personal enrichment of the Director of an agency 
directly from a source receiving significant grant funding from his agency. The reasoning 
employed by the Department obscures and overlooks the obvious and serious ethical 
implications in this scenario. On its face, allowing the top administrator and final decision 
maker of an agency to receive cash “awards” or “prizes” from those private entities 
concerning whom the agency must make determinations involving millions of dollars in 
grant funds implicates the precise conflicts of interest and ethical issues that are addressed 
in various criminal laws, statutes on gifts, and standards of conduct regulations. As 
developed below, under the common understanding of the language used in the gift 
regulations and exemptions, and under relevant administrative rulings and examples, as well 
as legal interpretations by the Supreme Court, - a pn vate grantee of the Federal Government 
clearly “has interests that may be substantially affected” by the official powers and duties ol 
the Director of the grantor federal agency, and as such, may not be the source of substantial 
gifts of cash, even in the form of “awards.” given to that particular Government official.' 


' 5 U.S.C. § 7353(a)(2); 5 C.F.R. §§ 2635.202. 2635.203(d). 2635.204(d): 8 Op. O.L.C, 143, 14^ 

(continued...! 
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Background. The limitations and restrictions on gifts, and the prohibitions on pn\ ate 
salary supplementation of federal employees are, as noted by the Office of Government 
Ethics, “aimed at preventing the Government employee from becoming beholden to anyone 
in the private sector who might affect the independence or judgment of that employee."- 
There is, of course, a grave concern that official decisions may actually be influenced, even 
subtly influenced, when aprivate recipient of federal largess “awards” the responsible federal 
official with cash in appreciation of his public duties,^ Such conduct not only provides a 
potential lucrative reward for those past decisions favorable to the grantee, but also provides 
an opportunity for a potentially generous “incentive” for future official conduct favorable to 
the grantee by that official and other agency officials who are possible future recipients of 
such “awards.” In addition to actual influence over official decision making, however, there 
is an extended concern that permitting such conduct diminishes the confidence of the public 
in the independent, impartial and even-handed administration of federal programs.'* The 
Supreme Court has noted the important interest of the Government in adopting rules to avoid 
even “potential conflicts of interest in the performance of governmental serv'ice” to 
“maintain[ ] the public’s confidence in the integrity of the federal service.”' 

To address the ethical issues inherent in the receipt of things of value by federal officials 
from private sources when there exists any “nexus” between the interests of the donor entity 
and the official duties and responsibilities of the recipient federal official, there has 
developed in the Federal Government a multi-layered structure of criminal laws, general 
statutes, and standards of conduct regulations which seek to regulate these situations. The 
criminal laws include the federal bribery statute which provides criminal penalties for any 
federal official who receives something of value “in return for” being influenced in the 
performance of an official act; the “illegal gratuities" clause of the same bribery statute 
which prohibits the receipt of things of value that are connected to official duties in particular 


' (...continued) 

( 1 984); Office of Government Ethics [OGE] Advisory Opinions Nos. 83 x 1 1 (July 26. 1983). and 
92 X 7 (February 26, 1992); sec United States v Sun-Diamond Growers of California. 526 U.S. 398, 
405-411 (1999). 

^ Office of Government Ethics. Opinion 81 X 3 1 , October 2. \ Informal Advisor)- Letters and 
Formal Opinions, 1979 - 1988, at 210; Paul H. Douglas, £//iics in Government, at 45 -49 (Harvard 
University Press 1952); Roswell B. Perkins, “The New Federal Conflict of Interest Law,” 76 
Harvard Law Review 1113, 1137 (1963). discussing 18 U.S.C, §209. 

' Id. ; the late Senator Paul Douglas, e.xplained in his treatise Ethics in Government, supra at 44. that 
often “the corruption of public officials by private interests takes a more subtle form" than outright 
bribes, through indirect financial suppon which may “put the public official under such a feeling of 
personal obligation that the latter gradually loses his sense of mission to the public ...." Douglas 
noted that sometimes subtle “shifting loyalties” from the community to narrow private interests may 
lead an official to make decisions favorable to “his private benefactors and patrons" while all the 
time “the official will claim - and may indeed believe - that there is no causal relationship between 
the favors he received and the decisions which he makes." 

■* “The proper operation of a democratic government requires that officials be independent and 
impartial; ... and that the public have confidence in the integrity of its government." H. R. Rpt. No. 
748, 87th Congress, 1 st Session, 4-6, House Judiciary Committee (1961). The Office of Government 
Ethics has recognized the imperative to "ensure that every citizen can have complete confidence in 
the integrity of the Federal Government ....” 5 C.F.R. 2635. 101(a). 

' Crandon v. United States. 494 U.S. 152, 164-165 (1990). 
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ways, - received “for or because of a particular official act performed or to be performed 
by the officer or employee; and a criminal conflict of interest provision which prohibits 
federal employees in the executive branch from working on or being involved “personally 
and substantially” in any official particular matter in which they have a personal or imputed 
financial interest ‘ In addition to these provisions of criminal law, it should be noted that a 
specific criminal provision of federal law also prohibits the receipt of money or things of 
value intended as private “compensation,” or as a salary supplementation, for one's official 
duties performed for the United States Government. ' Under this latter provision. 1 8 U.S.C. 
§ 209, there has been developed and recognized by the Department of Justice an exemption 
from the criminal law for bona fide awards to federal officials for their public serv'ice from 
sources “detached from” and “disinterested in" the area of responsibilities of the recipient 
federal official.* 

Statute and General Regulations on Gifts. In addition to the provisions of federal 
criminal law noted above, there are non-criminal statutes of general applicability, as well as 
administrative regulations governing the acceptance of gifts and other “self-enriching” 
activities of federal officials.’ The principal statutoryprovision in federal law regarding gifts 
from private sources was adopted as part of the Ethics Reform Act of 1989,'“ codifying for 
the most part somewhat similar ethical rules and limitations on the receipt of gifts by federal 
employees which had been in effect for the executive branch since 1965 by w'ay of Executive 
Order and agency regulations." 

The current law on gifts from outside sources, codified at 5 U.S.C. § 7353, prohibits the 
receipt of “anything of value” by a federal official from what have come to be known as 
“prohibited sources.” In the current gifts law. the “prohibited sources” are expressly set out 
in two separate categories of persons or entities, to include those persons: 

(1) seeking official action from, doing business with, or (in the case of 
executive branch officers and employees) conducting activities regulated by, the 
individual’s employing entity; [5 U.S.C. § 7353(a)(1)] or 

(2) whose interests may be substantially affected by the performance or 
nonperformance of the individual’s official duties. [5 U.S.C. § 7353(a)(2)) 

Under the gifts statute, the supervisory ethics offices for particular employees and 
officials may issue regulations detailing the gift limitations and providing reasonable 
exceptions to the general prohibitions.’’ The Office of Government Ethics has issued gift 
regulations under this statutory provision for the executive branch of Government, setting 
out numerous restrictions and exemptions to the general prohibition. Under the regulations. 


" 18 U.S.C. § 201(c)(1)(B); 18 U.S.C. § 20!(b)(2);18 U.S.C. § 208. 

’ 18 U.S.C. §209. 

* 8 Op. O.L.C. 143, 144 (1984). 

’ As noted by the Supreme Court there is now “an intricate web of regulations ... governing the 
acceptance of gifts and other self-enriching actions by public officials.” United Slates v. Sun- 
Diamond Growers of California, 526 U.S. 398, 409 (1999). 

'“P.L. 101-194, Sec. 303, November 30, 1989, 103 Stat, 1746. 

" 5ee Executive Order No. 1 1222, Section 201, May 8, 1965 (now superseded by E.0. 12674, April 
12, 1989), and former regulations, 30 F.R. 12529, October 1, 1965, 5 C.F.R. §735.202. 

5 U.S.C. § 7353(b). 
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the Office of Government Ethics sets out the categories of what constitutes a "prohibited 
source” from whom things ofvalue may not be received as follows at 5 C.F.R. § 2635.203: 

(d) Prohibited source means any person who: 

(1) Is seeking official action by the employee's agency: 

(2) Does business or seeks to do business with the employee's agency: 

(3) Conducts activities regulated by the employee's agency: 

(4) Has interests that may be substantially affected by performance or 
nonperformance of the employee’s official duties: or 

(5) Is an organization a majority' of whose members are described in 
paragraphs (d)(1) through (4) of this section.'’ 

Regulatory Exemption for Certain Bona Fide Awards. Based on the guidance and 
principles developed in the Department of Justice's exemption for bona fide awards under 
18 U.S.C. § 209, the Office of Government Ethics promulgated an exception from the gifts 
prohibitions for certain “bona fide awards” for meritorious public service given by cenain 
entities to federal officials when the recipient federal officials are not in positions to affect 
the interests of the donor of the award or prize. The current regulatory exemption provides 
as follows, at 5 C.F.R. § 2635.204: 

(d) Awards and honorary’ degrees. ( 1 ) An employee may accept gifts, other than 
cash or an investment interest, with an aggregate market value of $200 or less if such gifts 
are a bona fide award that is given for meritorious public service or achievement by a 
person who does not have interests that may be substantially affected by the performance 
or nonperformance of the employee’s official duties or by an association or other 
organization the majority of whose members do not have such interests. Gifts with an 
aggregate market value in excess of S200 and awards of cash or investment interests 
offered by such persons as awards or incidents ofawards that are given for these purposes 
may be accepted upon a written determination by an agency ethics official that the award 
is made as part of an established program of recognition: 

(i) Under which awards have been made on a regular basis or which is funded, 
wholly or in part, to ensure its continuation on a regular basis: and 

(ii) Under which selection ofaward recipients is made pursuant to written standards. 

The examples given by the Office of Government Ethics and the rulings by that agency, 
as well as the Department of Justice interpretations under § 209, have demonstrated that a 
bona fide award, to fit the exemption, must (among other qualifications for a cash award) 
come from a person, group, or entity that is to a certain degree “independent” of the recipient 
public official, in the sense that the public official is not in a position to act favorably to the 
giver’s interests. The Department of Justice has expressly stated that the exemption from the 
criminal statute at 1 8 U.S.C. § 209 that it has recognized for bona fide awards to federal 
officials from outside sources, must come from donors who are "detached from and 
disinterested in the performance of the public official’s duties.”''' 

The example expressly provided in the published regulations of the Office of 
Government Ethics uses the Nobel Prize to illustrate the type of “award” from independent 
sources that may be received by a federal official: 


" 5 C.F.R. § 2635.203(d). 

" 8 Op. O.L.C, 143, 144(1984). 
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Example 1: Based on a determination by an agency ethics official that the prize 
meets the cntena set forth in § 2635.204(d)( 1 ). an employee of the National Institutes of 
Health may accept the Nobel Pnze for Medicine, including the cash award which 
accompanies the pnze. even though the pnze was conferred on the basis of laboratorv 
work performed at NIH.'’ 

Similarly, an advisory ruling from the Office of Government Ethics pro\ ided another 
example of when the receipt of a bona fide award by a particular official would not raise 
ethics and conflict of interest concerns, that is, again, when the recipienl/awardee is not in 
a position to exercise official duties or responsibilities that may substantially affect the 
interests of the donor: 

A nonprofit organization presents its annual award consisting of S5.000 and a medallion 
for “Greatest Public Service Performed by an Elected or Appointed Official" to an 
employee of the Bureau of Prisons. The organization applied long-standing written 
cnteria in judging all of the candidates. The organization has no relationship with the 
Bureau of Prisons. Because it is a bona fide award for public service, it is not intended 
to compensate the employee for his services to the Bureau of Prisons and would not 
violate section 209,“ 

Where there existed apparent or potential conflicts of interest for employees of an agency 
with respect to the donor entity, however, because those employees worked in a subject 
“area” of interest to the donor, the Office of Government Ethics, in applying an earlier 
version of the exemption, found that the requisite independence or disinterestedness of the 
donor was not present, and that the aw'ards could not be accepted.' ' 

The Office of Government Ethics has not published an interpretation specifically 
addressing the issue of the head of an agency receiving cash “awards” from a grantee of that 
agency. There is, however, no mling from the Office of Government Ethics which interprets 
this narrow exception from the general gifts prohibition for bona fide “awards” in such a 
manner as to allow the personal enrichment of a federal official, such as an agency Director, 
from any entity, such as a grantee of the Director's agency, which is so vitally concerned with 
and connected to the area of official responsibilities and powers of the intended recipient. 
Under the general principles of the administrative and regulatory exemptions, a grantee of 
an agency can hardly be said to be “detached from" or "disinterested in” the official duties 
and responsibilities of the Director of the grantor federal agency. As explained below, such 
conduct not only raises general ethics and conflict of interest concerns and appearances, it 
appears to specifically violate the express prohibition on gifts from interested parties. 

Meaning of Phrase “Interests That May Be Substantially Affected" by the Officer’s 
Duties. The regulatory exception for bona fide awards thus does not allow, for obvious 
ethics and conflict of interest reasons, a public official to receive an award from an entity 
which is in the “fourth category” of regulatory' "prohibited sources,” that is, from an entity 
that “has interests that may be substantially affected” by the performance or nonperformance 
of that official’s public duties. The Memorandum from the Department of Health and 
Human Services admits its confusion and lack of understanding of the plain language of this 


“ 5 C.F.R. §2635.204(d), note. 

“ OGE, Memorandum, DO-02-0 1 6, “1 8 U.S.C. § 209 Guidelines,” July 1 , 2002, see OGE Advisory 
Letter 83 x 10. Emphasis added. 

” OGE Opinion 83 x 11, July 26, 1983. 
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a “prohibited source” for general “gifts” for every officer and employee of the agenc>' 
(merely because of the laboratory’s status as an agency “grantee”) and, at the same time. ma\ 
also be a “prohibited source” for the Director of that agency for an “award,” because the 
Director’s general supervisory, administrative and operating authority relative to all of his 
agency’s decisions may, obviously, have a substantial effect on the interests of the 
laboratory/facility. It is thus the “status” of the position that the intended recipient holds, and 
the incumbent’s ability or capacity to exercise governmental authority affecting the donor 
entity, that is the relevant measure of the application of the fourth “prohibited source" 
category. 

In further clarification of the phrase used in the regulatory exemption, the Supreme 
Court of the United States clearly explained that for a particular public official, this “fourth 
category” of “prohibited sources” in the Office of Government Ethics regulations, from 
whom things of value may not be received because the donor has “interests that may be 
substantially affected” by the duties of the official, relates to those situations where the 
public official “is in a position to act favorably to the giver's interests,” that is, where the 
public official has the “capacity to exercise governmental power or influence in the donor’s 
favor,” regardless of whether there is a particular, identifiable matter immediately before the 
official.^^ The clause in the ethics regulation thus clearly is directed at the powers and 
responsibilities of the office of the incumbent recipient, rather than the immediacy of any 
particular matter and, in the case of a grantee of a federal agency, would obviously be 
applicable to the Director of the agency who has final statutory, administrative and 
operational authority over the agency decision-making vitally affecting the interests of the 
donor entity. 

In United States v. Sun-Diamond, the Supreme Court analyzed a prosecution of a federal 
official, the Secretary of Agriculture, under the “illegal gratuities" clause of the bribery 
statute for his receipt of various gifts from business entities which could be affected by the 
exercise of the Secretary’s official duties because they had businesses that were regulated by 
the Department. It should be noted that for a number of years, in several federal circuits, so- 
called “status gifts” were successfully prosecuted as “illegal gratuities.”*'* Status gifts were 
things of value received by an official which were given because of that employee’s official 
position in the Government, that is, given to an officer or employee who “was in a position 
to benefit” the private donor entity. The United States Government in Sun-Diamond argued 
unsuccessfully for that specific interpretation in the case of the Secretary' of Agriculture: 

The Independent Counsel asserts that "section 201(c)(1)(A) reaches any effort to buy 
favor or generalized goodwill from an official who either has been, is. or may at some 
unknown, specified later time, be in a position to act favorably to the giver's interests.” 

Brief for United States 22 [Court’s emphasis]. The Solicitor General contends that § 
201(c)(1)(A) requires only a showing that a “gift was motivated, at least in part, by the 
recipient’s capacity to exercise governmental power or influence in the donor’s favor" 


’’ (...continued) 

laboratory/facility because their particular responsibilities do not affect its interests. 

United States v. Sun-Diamond Growers of California, 526 U.S. 398, 405-41 1 (1999). 

“ United States v. Niederberger, 580 F.2d 63, 69 (3rd Cir, 1978), cert, denied, 439 U.S. 980 
(1978)(golfing trips for I.R.S. officer paid for by Gulf Oil Corp. when officer w'as merely “in a 
position to use his authonty in a manner which could affect the gift-giver”); United States v.Allessio, 
528 F.2d 1079, 1082 (9th Cir. 1976), cert, denied. 426 U.S. 94 {1976)(gift to prison administrator). 
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without necessarily showing that it was connected to a panicular official act. Brief for 
United States Dept, of Justice as Amicus Curiae 17 [Court’s emphasis].’- 

The Supreme Court, however, found that for a violation of the “illegal gratuities” 
provision, there must be some particular, identifiable “official act” to which the gift is 
connected.^*’ The Supreme Court noted in Sun-Diamond that so-called “status gifts.” that is, 
gifts to a federal official which were prohibited “by reason of the recipient’s mere tenure in 
office” because they were in a position to act favorably on the donor’s behalf,’’ were not 
necessarily “illegal gratuities,” but rather would come w'ithin, be regulated by, and would 
violate the OGE regulations on gifts. Specifically, the unanimous court found such gifts, that 
is, things of value given to a public official who has the capacity to act favorably on the 
donor’s behalf at some time, to be gifts which would violate the regulations expressly- 
prohibiting the receipt of gifts from anyone who “has interests that may be substantially 
affected by performance or nonperformance of the employee’s official duties:” 

[l]t is interesting to consider the provisions ofS C.F.R. § 2635.202 (1999), issued by the 
Office of Government Ethics ... The first subsection of that provision, entitled ‘General 
prohibitions,’ makes unlawful approximately (if not precisely) what the Government 
asserts [the statute] makes unlawful: acceptance of a gift “[fjrom a prohibited source” 
(defined to include any person who “[h]as interests that may be substantially affected by 
performance or nonperformance of the employee’s official duties 

The Supreme Court in Sun-Diamond thus explicitly explained that the prohibition in the 
executive branch regulation on accepting gifts from one who “has interests that may be 
substantially affected by the performance or nonperformance of the employee’s official 
duties,” is a prohibition on receiving things of value from private sources by a federal official 
who is merely “in a position to act favorably to the giver’s interests,” that is, that the 
recipient public official has the “capacity to exercise governmental power or influence in the 
donor’s favor.”” There need not be any identifiable, particular governmental matter 
currently before, or "on the desk of,” the official to violate this provision of ethics regulation 
under the Supreme Coun explanation. In fact, if there is a particular, identifiable matter 
involving the donor-entity immediately before the Government official who is at the same 
time receiving significant cash “awards” or other gifts from that entity, there may very well 
be more than merely an “ethics” violation of the gift regulation, but rather potential felony 
violations of federal criminal law.“ 


“ 526 U.S. at 405-406. 

526 U.S. at 406. 

”526 U.S. at 408. 

526 U.S. at 41 1, citing to the gifts regulations at 5 C.F.R. § 2635.203(d)(4). 

”526 U.S. at 405,411. 

” The timing of the offer and receipt of things of value, in relation to a particular official matter 
actually pending before a recipient Government official is a relevant circumstantial consideration 
in determining the requisite “intent” needed for an “illegal gratuity,” that is, the intent to be rewarded 
or compensated for a particular official act. United States v. Biaggi, 853 F.2d 89, 99-100 (2"’ Cir. 
1 988), cert. denied4S9\J.S. 1 052 ( 1 989), evidence of required intent to reward may be inferred from 
the size of gift, and “the nature and sequences of events”; United States v. Jennings, 1 60 F.3d 1 006, 
1014, 1017-1018 (4"' Cir. 1998), (referring to federal bribery law at 18 U.S.C. § 201 and similar 
language at 18 U.S.C. § 666, regarding bribery and gratuities m federally funded programs): “Direct 

(continued...) 
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Authority of Agency Director. As a general matter, it is obvious and beyond reasoned 
argument that a Director of a federal agency has the official capacity and authority to exercise 
governmental power or influence which could have a favorable or unfavorable impact on the 
interests of a grantee of that agency, particularly an entity with a continuous grantee and 
certification relationship with that federal agency. In fact, under federal law, the Director of 
the agency in question, the National Cancer Institute, has express administrative control and 
statutory authority over all of the relevant functions of the Institute,' ' and thus oversees the 
grant functions, administration and oversight of grantee programs.^- 

One may not convincingly argue, under either general or conflict-of-interest-specific 
legal principles, that an agency grantee has no interests which maybe substantially affected 
by the official authority, duties and responsibilities of that agency's Director merely because 
the Director has “delegated” certain functions regarding grants to subordinate officials. A 
delegation of authority by a federal official is not a divestiture of official authonty or 
responsibility.” As noted by the United States Court of Appeals, the head of an agency who 
delegated authority to a subordinate official “did not, however, divest ... himself of the power 
to exercise his authority or relieve him of his responsibility for action taken pursuant to the 
delegation.’”'' In feet, the Supreme Court has found that an official may not administratively 
divest himself of statutory authority.^^ 


” (...continued) 

evidence of intent is not necessary,” but may be inferred from circumstances including timing and 
sequences of gifts and acts. Aolealso 18 U.S.C. § 209, where donor's interest in immediate official 
matter, although clearly not necessary for a violation, may arguably provide funher evidence of 
“intent to compensate” and “appearance of a conflict of interest ... sufficient to violate § 209.” 
United States v. Moore, 765 F.Supp. 1251, 1254 (E.D.Va, 1991). The law at §209 has been 
described as a conflict of interest statute "in the strictest sense,” that is, an "employee does not have 
to do anything improper in his office to violate the statute.” but rather his special status as a 
government employee “makes an unexceptionable act wrongful - wrongful because of the potential 
dangers in serving two paymasters.” Association of the Bar of the City of New York, Special 
Committee on the Federal Conflict of Interest Laws. Conflict of Interest and Federal Sen-ice. at 55- 
56 (Harvard University Press 1960). There may also be other considerations of felony violations 
when a public official actually participates “personally and substantially” m a particular agency 
matter in which the official has his own personal, financial interest. 18 U.S.C. § 208. 

''42 U.S.C. §§ 285a-l,285a-2. 

" According to the NCI web-site (http://www'3.cancer,gov/mab/hnc 1 .htm). the Office ofthe Director 
“( 1 ) Serves as the focal point for the National Cancer Program; (2) develops a National Cancer Plan 
and monitors implementation of the plan; (3) directs and coordinates the Institute's programs and 
activities; and (4) develops and provides policy guidance and staff direction to the Institute’s 
programs in areas such as program coordination, program planning, clinical care and administrative 
management.” 

” Skokomish Indian Tribe v. General Services Administration. 587 F.2d 428, 432 (9* Cir. 1 978). 

Skokomish Indian Tribe, supra at 432. For conflict of interest purposes it may be noted that the 
act, decision and discretion of delegating certain authority or not delegating authority, to whom such 
authority is delegated, and the nature - reviewability, timing, extent - of such delegation may 
involve, in themselves, the exercises of official duties that may substantially affect a grantee. 

” NLRB V. Duval Jewelry Company, 357 U.S. 1, 7-8 (1958); Equal Employment Opportunity 
Commission v. Exchange Security Bank. 529 F.2d 1214, 1218-19 (S'* Cir. 1976). 
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A superior thus clearly has “official responsibility” for, as well as “official authority” 
over, the actions of those subordinate officials in the chain of authority and command in his 
federal agency.^ The assignment, review, oversight, and supert'ision of official actions of 
subordinate employees, as well as the express authority retained by that official to direct the 
overall functions and programs of the agency, are all among the official responsibilities and 
duties of a federal officer such as an agency Director. In explaining the conflict of interest 
principles in the concept of the “official responsibilities” of a federal officer, Professor 
Manning expressly noted that: “[T]he head ofa department or agency w'ould have ‘under his 
official responsibility’ all matters in the department or agency.”’’ 

It should be emphasized that there is noi a requirement under the gifts 
prohibition/“award” restriction that the recipient official must actually participate “personally 
and substantially” in any current governmental matter affecting the donor/grantee for the 
prohibition on awards to apply, as there is under several criminal conflict of interest laws.” 
As noted, the restrictions on awards from interested parties is concerned, for obvious ethical 
and conflict of interest reasons, with the power to exercise governmental authority in the 
donor’s favor, that is, it is concerned with the status of the recipient official vis-a-vis the 
donor, and not with whether such authority is actually exercised in a particular, identifiable 
matter. Like many conflict of interest rules, this regulation does not require actual 
corruption, loss by the Government, or wrongful official acts, but rather is preventative and 
prophylactic in nature, and thus is, as the Supreme Court noted concerning another conflict 
of interest law, “directed not only at dishonor, but also at conduct that tempts dishonor.”” 
Under the relevant legal and administrative interpretations of, and the plain meaning of the 
language employed in the gifls/"award” limitations, therefore, an entity such as a cancer 
research and treatment facility which has a continuing grant and certification relationship 
with a federal agency such as the National Cancer Institute, clearly has interests that may be 
substantially affected by the actual, statutory operational, administrative and supervisory 
duties, responsibilities and authorities of the Director of that agency, and may thus not be a 
source of cash “awards” to that Director. 


See, for example, definition of “official responsibility" for purposes of certain criminal conflict 
of interest laws as including “direct administrative or operating authority, whether intermediate or 
final, and either exercisable alone or with others, and either personally or through subordinates, to 
approve, disapprove, or otherwise direct Government action." 1 8 U.S.C. § 202(b). Emphasis added. 

” Bayless Manning, Federal Conflict of Interest Law. at 207-208 (Harvard University Press 1 964). 

While not requiring “personal and substantial" participation in a particular governmental matter 
affecting the donor to incur the prohibition on "awards," even that much stricter criminal standard 
of responsibility and duties would not, as discussed by Roswell Perkins, “create a loophole for the 
lazy executive in the chain of command who may not have bothered to dig into the substance" of a 
particular matter. Roswell Perkins, “The New Federal Conflict of Interest Law,” 76 Harvard Law 
/feview 1113, 1128 (1963). 

” United States v. Mississippi Valley Generating Co., 364 U.S. 520, 549 {I960). The language of 
the regulatory limitation prohibiting an "award” when the donor entity has interests that “may be” 
influenced by the official duties of the recipient indicates a focus on potential performance or 
influence. The Supreme Court noted in another ethics context, that the Government "appropriately 
enacts prophylactic rules that are intended to prevent even the appearance of wrongdoing ...” 
Crandonv. United States, 494 V. S. 152, 164(1990). 
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Summary/Conclusion. 

1 . A federal official in the executive branch may not, under federal ethics regulations, 
receive a cash “award” or “prize,” even a “bona fide award,” from a donor which has 
interests that may be substantially affected by the performance or nonperformance of the 
official’s governmental duties.'"’ 

2. An entity is not a “disinterested” nor “detached” source, and specifically has interests 
that “may be” substantially affected by the performance or nonperformance of the official 
duties of a federal officer when that officer is “in a position to act favorably to the giver's 
interests,” that is, when he has the “capacity to exercise governmental power or influence in 
the donor’s favor.’”" 

3. The Director of a federal agency has the official authority, responsibility and duty 
to direct, oversee, manage and supervise the agency decisions regarding the making of grants 
and the continued certification of certain grantee entities, may not divest himself of such 
authority and responsibility by way of delegation, and thus, obviously, has significant federal 
authority, power, capacity and official responsibilities that may substantially affect the 
interests of such a grantee of that agency. 

4. The federal gift restrictions, therefore, prohibit the Director of a federal agency such 
as the National Cancer Institute from personally enriching himself by accepting large cash 
“awards” or “prizes” from grantees of his own agency. 





JackMaskell 
Legislative Attorney 


5 U.S.C. § 7353(a)(2); 5 C.F.R. §§ 2635.202, 2635.203(d). 2635.204(d). 

■" United Slates V. Sun-Diamond Growers of California.526\j .S. 398,405AI 1 (1999): 8 0p. O.L.C. 
143, 144 (1984); OGE Advisory Opinions Nos. 83 x 1 1 (July 26, 1983), and 92 x 7 (February 26, 
1992). There need not be a particular identifiable matter before or “on the desk of’ the official for 
the regulation to apply, and if there is such an official matter immediately before the officer while 
he is receiving things of value, gifts and cash from that entity, then other, more serious criminal 
violations may be implicated. 

42 U.S.C. §§ 285a-l, 285a-2. NLRB v. DuvalJewelry> Company, 357 U.S. 1, 7-8 (1958); 
Skokomish Indian Tribe v. General Services Administration, 587 F.2d 428 (O* Cir. 1978). An 
official need not have "personal and substantial” participation in a particular matter for the 
regulation to apply (Compare to 18 U.S.C. § 208). 
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Memorandum Mav 20. 2003 

TO; House Committee on Energy and Commerce 

Attention: Alan Slobodin 

FROM: Jack Maskell 

Legislative Attorney 
American Law Division 

SUBJECT: Receiptof“Lecture Award” by High Level Agency Official from an Agenc; 
Grantee 


This memorandum responds to the Committee’s request, as discussed with Counsel 
Alan Slobodin, for an analysis of the legal issues concerning the receipt by a Director of the 
National Cancer Instimte [NCI] of the National Institutes of Health, Department of Health 
and Human Services, of a “lecmre award,” that is, a cash “award” ostensibly for outstanding 
public service in the area of cancer research, which was given to the Director (along with 
travel expenses) upon his deliverance of a lecture to the organization making the award ir 
December of 1 999. In the matter under consideration the organization making the award, the 
Arizona Cancer Center, was at that time and continues to be the recipient of substantia 
grants from the Director’s agency, the NCI. While this memo addresses a particular factua 
situation and event, the Committee has expressed general concern with an ethics prograir 
and system which allows the head of an agency making grants to private organizations tc 
receive personally from those same organizations large sums of cash and travel expenses it 
the form of an "award” or “prize.” 

There are existing federal laws, regulations and Executive Orders which prohibi 
presidential appointees to full-time, noncareer positions from receiving any outsidf 
compensation'; which limit the amount of earned income that other high-level federa 
officials may receive"; which regulate the receipt of payments for speeches and writing: 
(generally referred to as “honoraria”) when such activities involve descriptions of the officia 
proerams and activities of one’s federal agency, or when payments are received from thosi 
who maybe affected by one’s official duties"; and provisions which severely limit the receip 
of personal “gifts” from prohibited sources, that is, from those doing business with one’; 


' 5 C.F.R. §§ 2635.804, 2636.302; Executive Order 12674, April 12, 1989, Section 102. 
^SU.S.C.app. §§50Ua)(l), 502. 

" 5 C.F.R. §2635.807(a). 
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agency or those seeking contracts or grants from one’s agency.' Federal criminal law further 
prohibits the receipt of private compensation or salary supplementation for performing what 
are official, governmental duties.^ While such restrictions are in place, there has been carved 
out of ethics regulation an exception for the receipt of bona fide, long standing “awards” or 
prizes, such as the Nobel Prize, given to a federal employee when the donor is not one who 
may be substantially affected by the performance or non-performance of the recipient’s 
official duties, and when it is determined in writing by the ethics officer of the agency that 
the prize is regularly given and is awarded in conformance with established, written selection 
criteria.* 

Limits on Compensation. The Director of the National Cancer Institute is an official 
who is appointed by the President (without confirmation by the Senate) to a full-time 
position which is not designated as, nor has the attributes of, a “career” position.’ As such, 
it would appear that the Director falls within the prohibition of Executive Order No. 12674 
(as modified by E.0. 1 273 1 ) on presidential appointees receiving any outside earned income 
during the course of their appointment.* The Director could thus not accept private payment 
as compensation or consideration for giving a speech or a lecture. 

Honoraria. While the so-called “honoraria ban” instituted by the Ethics Reform Act 
of 1 989* was ruled unconstimtional by the United States Supreme Court,'” and no longer will 
be enforced against any officer or employee of the Federal Government," the activity of a 
federal official receiving private compensation for outside speaking or writing is not left 
completely unregulated. In addition to the outright ban on all earned compensation by 
presidential appointees discussed above, all employees of the executive branch are prohibited 
from receiving compensation for a lecture, speech or article when offered by a “person who 
has interests that may be affected substantially by performance or nonperformance of the 
employee’s official duties,” or when the subject of the speech deals in significant part with 
a maner to which the employee is presently assigned, or has worked on, in an official 
capacity, in the last year, or any “ongoing or aimounced policy, program or operation of the 


' 5 U.S.C. § 7353; 5 C.F.R. §§ 2635.201 et seq. 

* 18 U.S.C. § 209. 

^ 5 C F R § 2635.204(d); Office of Government Ethics (OGE], Advisory Opinions Nos. 83 x 10 
(July 21, 1983), and 92 x 7 (February 26, 1992); 8 Op. O.L.C. 143, 144 (1984). 

’ See S. Prt. 106-54, 106th Cong., 2d Sess., “United States Government Policy and Supporting 
Positions" (colloquially known as the “Plum Book”), at 1 17 (2000). The position is a presidential 
appointment, not a ment-based competitive selection approved by 0PM, removable “at will” by the 
President, and would thus not be characterized as a “career" position. Note, e.g. definition of 
“career" and “non-career" Senior Executive Service appointments, 5 U.S.C. § 3132(a)(4),(7). In 
contrast, the “Plum Book" lists the Deputy Director of NCI, as opposed to the Director, as a “career 
incumbent," and the type of appointment as a “career appointment." Id. at 117. 

' See also 5 C.F.R. §§ 2635.804, 2636.302; and Executive Order 12674, Section 102. 

'P.L. 101-194, title VI, § 601(a), 103 Stat. 1 760, November 30, 1989; 5 U.S.C. app. § 501(b). 
United Stales v. National Treasury Employees Union, 513 U.S. 454 (1995). 

" Office of Legal Counsel, U.S. Department of Justice, Memorandum to the Attorney General, 
“Legality of Honoraria Ban Following U.S. v. National Treasury Employees Union," February 26, 
1996. 
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agency.”'^ For high-level officials in the executive branch of the Federal Government,'- 
however, such as the Director of the NCI, such officials are subject to broader prohibitions 
and restrictions on paid speeches and articles, and are prohibited by Office of Government 
Ethics regulations from receiving compensation for such speaking, lecturing or writing 
activity if the subject matter of the speech, article, or appearance “deals in significant pan 
with ... the general subj ect matter area, industry, or economic .sector primarily affected by the 
programs and operations of his agency.”” The Director of the National Cancer Instimte, or 
any high-ranking official of the NCI, would thus be prohibited from receiving an honoranum 
from a private source for a lecture which focused on cancer research funded by NCI. 

Gifts. The current federal law, codified at 5 U.S.C. § 7353, prohibits any federal officer 
or employee from receiving a gift of any amount from a prohibited source, that is, from 
someone who is “seeking official action fiom, doing business with” or seeking to do business 
with, or is “conducting activities regulated by” one’s agency, or whose interests “may be 
substantially affected by the performance or nonperformance” of one’s official duties. The 
law allows exceptions to be made by the supervisory ethics agency, and numerous exceptions 
to the strict gift rules are provided in regulations of the Office of Government Ethics, 
including for gifts which are “motivated by a family relationship or personal fiiendship rather 
than the position of the employee,”’^ and gifts of S20 or less, as long as the total number of 
all gifts from any one person do not exceed $50 in a calendar year.'^ 

Awards. One of the exceptions to the gifts rule, and also apparently to the restrictions 
on outside earned income and private compensation, is an exception for the receipt by a 
federal official of a bona fide award or prize.” Officers or employees of the Federal 
Government may receive in certain circumstances bona fide awards, including cash awards, 
for meritorious public service or achievement from outside, private entities, when that 
acceptance does not have conflict of interest implications and where there is no apparent 
"intent to compensate” the official by the private entity for the official’s duties and work for 
the United States Govemmem, in violation of 18 U.S.C. § 209.'® One example given in the 
Office of Government Ethics regulations involves an official from the National Institutes of 
Health receiving the Nobel Pnze: 


'* See regulations of the Office of Government Ethics, 5 C.F.R. §2635.807(a)(2)(C),{E)(l) and (2). 
" The broader restriction applies to a non-career official who is compensated at a rate above GS-15. 

5 C.F.R. § 2635.807(a)(2)(i)(E)r5j. 

'> 5 C.F.R. § 2635.204(b). 

5 C.F.R. § 2635.204(a). Excluded from the definition of a “gift" in the executive branch are such 
things as modest items of food and dnnk which are not offered as pan of a meal, greeting cards and 
items with little intnnsic value such as plaques or trophies, loans from financial institutions at 
prevailing rales, favorable rates or benefits available generally to a class of persons, rewards and 
pnzes from contests and events, pension benefits, and anything accepted by the Government or the 
employee under statutory authoniy. 5 C.F.R. § 2635.203(b). 

” 5 C.F.R. 2635.204(d). Financial disclosure instructions indicate that the Office of Government 
Ethics does not consider bona fide awards to be "earned income," and such awards should be 
reported as “other” income. Public Financial Disclosure: A Reviewer 's Reference, at 3-10. 

'* Hole, e.g.. OGE Advisory Opinions Nos. 83 x 10 (July 21 , 1983), 83 x 1 1 (July 26, 1983), and 92 
X 7 (February 26, 1992); 8 Op. O.L.C. 143, 144 (1984). 
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Example 1: Based on a determination by an agency ethics official that the pnze 
meets the critena set forth m § 2635.204(d)(1), an employee of the National Institutes of 
Health may accept the Nobel Prize for Medicine, includmg the cash award which 
accompanies the pnze, even though the pnze was conferred on the basis of laboratory 
work performed at NIH." 

When a sizable cash award is to be bestowed on a public official from a donor 
organization having less independence and prestige than the Nobel organization, particularly 
organizations interested in the work of the official’s agency, questions may be raised as to 
whether the receipt of such an award might appear in some circumstances to be contrary to 
the spirit if not the letter of federal conflict of interest principles and provisions which seek 
to ensure that a federal employee is compensated for his services to the Government only by 
the Government, is not placed in a position of “serving two masters,” and is not, nor appears 
to be, beholden or grateful to any outside group or private interest which “could affect the 
independent judgment of the employee.”^ Furthermore, there is concern that the exception 
for bona fide prizes and awards not be used as a way merely to circumvent the earned income 
prohibition and the honoraria restrictions by simply designating a payment made to different 
officials for a speech or a lecture as a “lecture award.” These conflict of interest issues arise 
particularly when those groups or organizations giving the “awards” or “prizes” are 
interested parties, that is, groups or organizations having a vital financial, economic or policy 
interests in the official duties, functions, and responsibilities of the recipients and/or the 
recipients’ federal agencies, and would arise even where the group selects an official on a 
“regular” basis, such as yearly, to deliver a lecture to the group and receive the “lecture 
award.” In discussing bona fide awards and possible conflicts of interest, the OGE gave the 
following as an example: 

A nonprofit organization presents its annual award consisting of $5,000 and a medallion 
for “Greatest Public Service Performed by an Elected or Appointed Official” to an 
employee of the Bureau of Pnsons. The organization applied long-standing wntten 
entena tn judging all of the candidates. The organization has no relationship with the 
Bureau of Prisons. Because it is a bona fide award for public service, it is not intended 
to compensate the employee for his services to the Bureau of Pnsons and would not 
violate section 209.’“ 

In an anempt to prevent abuse of the “awards” exemption, the federal ethics regulations 
regarding gifts now specifically require that the prize be a bona fide award which must be 
given by an entity or person “who does not have interests that may be substantially affected 
by the performance or nonperformance of the employee’s official duties.”” Furthermore, if 
the award given by such an independent source is to be a “cash” award, then a specific 
written determination must be made by the agency ethics officer that such “award” is part of 


5 C.F.R. §2635.204(d), note. 

“ Roswell B. Perkins, “The New Federal Conflict of Interest Law,” 76 Harvard Law Review 1113, 
1 137 (1963), discussing 18 U.S.C. §209. 

OGE, Memorandum, DO-02-0I6, “18 U.S.C. § 209 Guidelines,” luly 1, 2002, ree OGE Advisory 
Letter 83 x 10. Emphasis added. 

“5C.F.R. §2635. 204(d)(1). 
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“an established program of recognition,” that is, that it is made on a “regular basis" (or 
funded to be given on a continuing basis) and is awarded under specific written criteria.^"' 

The donor of the award in question, the Arizona Cancer Center, is a National Cancer 
Institute-Designated Comprehensive Cancer Center at the University of Arizona Health 
Sciences Center in Tucson. Arizona, and is a major grant recipient from the National Cancer 
Instimte. In Fiscal Y earl 999, for example, the University of Arizona received grants from 
the National Cancer Institute in the amount of 522,193,000, and contracts in the amount of 
5237,000; and in Fiscal Year 2000 received grants from NCI in the amount of 525,249,000 
and contracts in the amount of 5486,000,^^ Thus, in the case of the “lecture award" given to 
the Director of the National Cancer Institute from an organization such as the Arizona Cancer 
Center, the issue is immediately raised as to whether such an award could or should be given 
to an official such as the Director of the agency, regardless of the selection criteria for the 
award, since the organization is a grantee and contractor of the agency, and one subject to 
regular and continuous oversight, regulation and review by the Director’s agency regarding 
the performance of its grants, contracts and its stams and designation. As such, the Center 
would arguably not be an independent source of an award, vis-a-vis either the Director or the 
agency, such as the Nobel organization or the non-profit organization described in the OGE 
example of the Bureau of Prisons employee, but rather would appear to fall clearly within 
the purview and concept of an interested party in the agency and its Director. 

The regulations of the Office of Government Ethics expressly provide that the donor 
person or organization of an “award” or prize, under the awards exception, must be one who 
does noi have “interests that may be substantially affected by the performance or 
nonperformance of the employee’s official duties.”^’ This provision appears to encompass 
a narrower range or universe of organizations and persons than a “prohibited source” 
generally for purposes of the gift regulation,^ since a prohibited source generally for gifts 
encompasses and includes those doing business or seeking to do business with, or an entity 
regulated by, one’s agency, and thus would include and encompass an agency-wide 
“prohibited source” status for contractors and grantees of an agency for all agency 
employees.^’ The prohibited source provision in the case of the “awards” exception, 
however, is one of a personal rather than an agency-wide nature, as it relates only to the 
specific employee’s official duties and their potential impact upon a private entity, and might 
noi necessarily cover all employees of an agency, as it might not apply to, for example, 
employees in a division or unit of an agency whose official duties are not concerned with 
grants, the making of a grant, or the oversight or administering of a grant, a grant program 


== 5 C.F.R, §2635.204(d)(l)(i) and (ii). 

Fact Book, National Cancer Institute, 1999, at E-12; Fact Book. National Cancer Institute, 2000, 
atE-11. 

” 5 C.F.R. § 2635.204(d)(1). 

See 5 C.F.R. § 2633,203(d), defining •■prohibited source.” 

OGE Opinion 94 x 5, February 7, 1994: “As you know, people and organizations generally are 
considered ‘prohibited sources’ on an agencywidc basis. See 5 C.F.R. § 2635.203(d). And 'agency,' 
in this context, generallv means either an executive branch agency or department. See 5 U.S.C. § 
105; 5 C.F.R. §§ 2635.203(a) and 2635.102(a). In other words, as a general matter, if an 
organization is a prohibited source with respect to an agency or department, it is a prohibited source 
with respect to gifts made to any employee of that agency or department, but not with respect to gi fts 
made to employees of other separate agencies and departments.” 
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or the grant performance with respect to a particular grantee organization. However, for the 
Director of the agency, the status of an entity as an agency-wide “prohibited source” for a 
gift as opposed to an employee-specific prohibited source for an award, appears to be a 
distinction without a difference. The Director of the agency has final administrative control 
and authority over all of the relevant functions of the Institute,^* and thus oversees all grant 
functions, grant administration and oversight of grantee programs.” It would appear that in 
practice, given the authority, status, role, and the functions of the Director of the Institute, 
it would be difficult, at best, to justify a “compartmentalization” of the Director, and the 
Director’s duties and responsibilities, away from those agency functions that may 
substantially affect the interests of a grantee of the agency such as the Arizona Cancer 
Center. As such, with respect to the Director of the agency, it may be argued that a grantee 
organization such as the Arizona Cancer Center should be considered to have the status as 
a prohibited source with respect to “awards” and cash prizes under 5 C.F.R. § 
263 5 .204(d)( 1 ), as the Center clearly has interests that may be affected by the performance 
or nonperformance of the Director’s official duties. 

It may be noted that fiom information provided by the Committee, it appears that the 
Director issued a very time-limited “recusal” regarding the grantee/donor Arizona Cancer 
Center at the time of seeking ethics approval for receipt of the cash award. Recusals are 
generally required for conflict of interest purposes under 18 U.S.C. § 208 and OGE 
regulations, where the employee may not participate personally or substantially in any 
official matter which has a direct and predictable effect on the financial interests of the 
employee or on the financial interests of certain connected outside persons or organizations 
which may be attributable or “imputed” to the employee.” This recusal, however, does not 
necessarily resolve the conflict of interest questions regarding the status of a grantee of the 
agency with respect to the acceptance of a sizable cash “award” by the agency’s Director 
from that agency grantee. In the first instance, the recusal appears to be an express 
recognition that the Center, as a grantee of the NCI, not only has or is seeking business 
before or action from the agency, but also has financial interests that might be expected to 
be affected in a direct and substantial way in the course of the normal functions and duties 
of the Director of the Institute, such that a recusal is necessary under criminal law and 
regulatory disqualification requirements.’’ That is, the Center at the time of the award must 
have had interests which "may be substantially affected by the performance or 
nonperformance” of the Director’s duties, since the recusal would not be necessary had it not 
had such interests. 


42 U.S.C. § 285a-2. 

According to the NCI web-site (http://www3.cancer.gov/mab/hnc 1 .htm), the Office of the Director 
"( 1 ) Serves as the focal point for the National Cancer Program; (2) develops a National Cancer Plan 
and monitors implementation of the plan; (3) directs and coordinates the Institute's programs and 
activities; and (4) develops and provides policy guidance and staff direction to the Institute's 
programs in areas such as program coordination, program planning, clinical care and adrmnistrative 
management." 

“ See 1 8 U.S.C. § 208, and OGE regulations at 5 C.F.R. §§ 2635.401 et seq, 2635.501 el seq. 

” The Director’s recusal paraphrases the precise standards under federal law, at 18 U.S.C. § 208(a), 
requiring that one "may not participate personally or substantially as a government employee in any 
maners affecting this organization ... . ” “Recusal from Participation in Matters Involving the Anzona 
Cancer Center,” from Director, NCI, to Deputy Director for Extramural Research, NIH, December 
17, 1999 [hereinafter Director’s recusal letter]. 
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Secondly, the executed recusal does not resolve the conflicts problem inherent in the 
particular “award,” either theoretically or practically, as it is only a recusal for a very limited, 
short period of time, less than one month, or more if the expenses of the Director are still 
being paid for and “vouchered out” by the grantee organization.” Recusing the Director 
momentarily from functions affecting the grantee, that is, only for that instant or period in 
time when the Director receives the money and expenses, does not resolve the conflict of 
interest problems of the stams of the Center since such a limited “recusal” does not prevent 
the Director from making decisions in the fiimre, immediately after accepting the large cash 
award, which may affect new grant applications, the renewal of existing grants, and the 
regular oversight, audit and regulation of activities relating to continuing grants and the 
continuing relationship of the Center with the Instimte. Allowing the receipt of the cash 
award from the agency’s grantee upon a momentary, temporary recusal fails to recognize that 
the NCI and the Center have a continuing relationship based on the continued performance 
of grant activities, contracts, the administration and regulation of such grant programs and 
research, future funding and programs, and the status and designation of the Center. 

The fact that significant authority and decision making will be made by agency officials, 
such as the Director of the Instimte, affecting the grantee organization prior to and after the 
receipt of the cash award, raises precisely the ethics and conflict of interest concerns at which 
the regulations and stamtes on gifts and compensation from interested parties are focused. 
Such cash awards to those agency officials, such as the Director, with authority over grants 
and contracts with the private organization not only provide a potential lucrative “reward” 
for past official actions of which the grantee organization approves and is appreciative, but 
also provide an opportunity as a potentially generous “incentive” for future official conduct 
favorable to the grantee organization by that official and other agency officials who are 
potential, future “awardees.” A time-limited, momentary “recusal” from official activities 
affecting the donor organization, just dunng that time when the official is receiving the cash 
award and the expenses from the grantee organization, might technically suffice for the 
criminal conflict of interest provision at 18 U.S.C. § 208, but for the purposes of the 
“awards” exemption to the standards of conduct regulations would arguably be a wholly 
artificial contrivance attempting an overly technical interpretation of the underlying conflict 
of interest for gifts, awards and compensation as only “momentary,” ignoring the continual 
status of the private organization vis-a-vis the duties of the Director and the Institute, the 
general prohibition on gifts and compensation from interested sources, as well as traditional 
ethics principles.” 

From information and documents provided by the Committee, it appears that the 
Director completed an agency form seeking permission to receive the particular award in 


"This disqualification will remain in effect until January 15, 2000 or later, if all associated 
financial transactions have not been completed by that date.” Director’s recusal letter, December 17, 
1999, 

” Exceptions to general prohibitions are usually to be interpreted narrowly, as the operable intent 
of the provision is stated m the general restnction and not the exceptions. A.H. Phillips, Inc. v. 
Walling, 324 U.S. 490 ( 1 945); Singer, Sutherland Siaiuiory Construction. 6'‘‘ Ed., Vol. 2A, at §47.08. 
Note federal coun discussion of reasonable time for recusals concerning non-current connections 
to and payments from private organizations, of one to two years, m Center for Auto Safety v. F. T. C . , 
586 F.Supp. 1245 (D.D.C. 1984). See also OGE regulations concerning an official’s connections 
to former pnvate organizations requinng one year recusals, and recusals of two years with respect 
to organizations making “extraordinary” severance payments. 5 C.F.R. §§ 2635.502{a),(b)(l ){iv); 
2635.503(b)(1). 
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question from the agency’s grantee. The form provides a box to check where it appears that 
the official himself certifies that the donor organization does not have “interests that may be 
substantially affected by the performance or nonperformance of the employee’s official 
duties.” Although the form is also signed by an ethics officer in the agency, there is no 
indication from the form or accompanying materials that an independent determination or 
inquiry was made by the ethics official to verify the statement made that the grantee 
organization is one which does not have interests that could be substantially affected by the 
perfoimance or nonperformance of the Director’s official duties. Rather, the form appears 
to be a process of self-certification, subject to the temporary, one month recusal required for, 
apparently, other (18 U.S.C. § 208) purposes.” 

Furthermore, the official apparently also certified on the agency form that the recipients 
of the award are “chosen pursuant to written guidelines or by a selection committee.” The 
regulations of OGE regarding the awards exception require that the selection criteria for 
recipients of the award be “made pursuant to written standards.”^* The regulations do not 
expressly provide that a “selection committee” satisfies the requirement for written criteria. 
Furthermore, the OGE regulations require that there is a “written determination by an agency 
ethics official” that the donor organization and the award meet these exception requirements. 
There is no indication or evidence from the materials presented by the Comminee that any 
independent determination or review of criteria was made by an ethics official, nor is there 
evidence of a copy of any such written criteria for selection of the award submitted to the 
aeency from which such determination could have been made, other than the self- 
certification statement of the existence of such criteria by the official who was to be the 
recipient of the award. 

Travel and travel expenses associated with the acceptance of the “award” must also be 
disclosed. If accepted by the official for outside activities, such travel expenses must be 
disclosed on the public financial disclosure statement of the Director The Financial 
Disclosure Form, SF 278, requires for travel related gifts and reimbursements, the “travel 
Itinerary, dates, and the nature of expenses provided.” 

If the travel for the meritorious service award and speech by the Director were 
considered "official travel” by the agency, then the agency may be reimbursed by the 
organization, or the agency may authorize the employee to accept payment on the agency’s 
behalf pursuant to 31 U.S.C. § 1353.” Travel expense may be reimbursed or paid by a 
private source expressly for travel in connection with an employee accepting an award for 
mentorious public service.^' 


It IS possible that if the Director signed and submitted this statement attesting that the donor 
organization did not have interests that “may be substantially affected by” his official duties, and if, 
at the time of submitting the statement the Director knew, or should have known of the Center’s 
status as a major grantee of his agency with obvious, vital interests in decisions and duties of the 
Director, then there is raised an issue of whether this submission might arguably involve a false or 
fraudulent writing in a matter under the junsdiction of a federal agency, under 18 U.S.C. § 1001. 

^’SC.F.R. § 2635.204(d)(l)(ii). 

“3! U.S.C. § 1353(a). 

=’31C.F.R. § 304-1.2(c)(3)(iii). 
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Even where agencies have express statutory authority to receive gifts, or under 31 
U.S.C. § 1 353 to receive travel expenses from private sources, there still maybe raised issues 
of conflicts of interest where the private source is regulated or doing business with the 
agency. Although not a violation of federal conflict of interest or gift law, such acceptance 
might raise similar considerations of potential influence, the appearance of influence or of 
a possible subtle diminution of impartiality that underlie the gift limitations for individual 
federal employees.’® The principles of avoiding an appearance of loss of impartiality of a 
Federal agency itself, and the issue of agency self-imposed limitations (even where the 
agency has specific gift acceptance authority) on the acceptance of private gifts and 
reimbursements, which may be particularly relevant when that agency has regulatory or 
oversight functions, was discussed in a broad context by the Office of Government Ethics 
in an advisory opinion issued in 1986: 


To avoid adverse appearances, we think you should consider imposing limitations 
on the use of the [agency’s] gift acceptance authority. Under gift acceptance authority, 
the agency, rather than the employee, accepts the payment, As a result, the adverse 
appearances that are present when the employee accepts such a payment are not 
necessarily present when the agency itself is accepting the funds. Even so, we generally 
suggest that agencies avoid accephng reimbursements from organizations that do business 
with or are regulated by the agency. ... [W]hcre the offeror is a profit-making enterprise 
that stands to benefit financially depending upon the [agency’s) comments, you might 
perceive the appearance as sufficient to preclude acceptance of travel expenses. 

Another factor you might consider in determining whether to permit acceptance is 
the nature of the activity associated with the travel, and whether it is a statutory 
responsibility of the agency. ... Some agencies have more narrowly drafted gift 
acceptance statutes than [your agency’s), which they use for the limited purpose of 
sending their employees to conferences, meetings, and seminars, attendance at which is 
not statutorily mandated. Even in those instances, agencies tend to avoid accepting 
payments of expenses from entities with whom the agency does business because of the 
possibility of an appearance of impropriety.” 


There are now Government-wide regulations which direct agencies not to approve 
private reimbursement for travel if acceptance “would cause a reasonable person with 
knowledge of all the facts relevant to a particular case to question the integrity of agency 
programs and operations.”^® In addition to considering the identity of the source, the purpose 
of the meeting, and the value and character of the travel expenses provided, the agency 
should consider in making such conflict of interest determinations the “nature and sensitivity 


” The gift limitations and the prohibition on pn vate salary supplementation are “aimed at preventing 
the Government employee from becoming beholden to anyone in the private sector who might affect 
the independence.or judgment of that employee.” Office of Government Ethics, Opinion 81 X 31 , 
October 2, \9%\, in Informal Advisory Letters and Formal Opinions, 1979- / 988, at 210; see also 
discussion of theory underlying the gift regulation in Federal Government concerning influences and 
having one’s “independence undermined,” in Paul H. Douglas, Ethics in Government, at 45 - 49 
(Harvard University Press 1 952). 

” United States Office of Government Ethics, Lencr Opinion 86X10, August 8, 1 986, in Informal 
Advisory Letters and Formal Opinions, 1979 - 1988, at 643, 644-645. 

"41 C.F.R.f 304-1.5, 
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of any matter pending at the agency affecting the interests” of the non-federal source of 
payments and the significance of the employee’s role in such a matter/' 

Because of conflict of interest potential in such payments from outside, private sources, 
the agency must submit reports of payments accepted and authorized over a certain amount 
to the Director of the Office of Government Ethics no later than May 3! of each year, and 
must detail the nature of the meetings and expenses, the times and places of travel and other 
information. These reports are to be available forpublic inspection and copying.^’ Any cash 
payments accepted “are credited to the appropriation applicable to such expenses.”^’ 


“41 C.F.R.§ 304-1. 5(a)(l)-(6). 

31 U.S.C. § 1353(d), 4! C.F.R. § 304-1.9. For travel expenses over $250, 
«31 U.S.C. § 1353(a). 
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JUL 1 7 2003 


The Honorable W.J, “Billy” Tauzin 
Chairman, Committee on Energy and Commerce 
House of Representatives 
Washington, D.C. 20515 

Dear Mr. Chairman: 

The Office of the General Counsel at the Department of Health and Human Services 
prepared the enclosed legal analysis in response to the issues raised by your June 26 
letter regarding the receipt of lecture awards by NIH employees. 

I would like to meet with both you and Mr. Greenwood at your earliest convenience to 
discuss this legal analysis and work together to address your concerns about policies 
regarding NIH personnel accepting lecture awards. 



Director 
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JUL 1 7 2003 


The Honorable James C. Greenwood 
Chairman, Subcommittee on Oversight 
and Investigations 

Committee on Energy and Commerce 
House of Representatives 
Washington, D.C. 20515 

Dear Mr. Greenwood: 

The Office of the General Counsel at the Department of Health and Human Services 
prepared the enclosed legal analysis in response to the issues raised by your June 26 
letter regarding the receipt of lecture awards by NIH employees. 

I would like to meet with both you and Mr. Tauzin at your earliest convenience to 
discuss this legal analysis and work together to address your concerns about policies 
regarding NIH personnel accepting lecture awards. 
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ANALYSIS OF ETHICS AND RELATED ISSUES CONCKRNTNG THF. RFrPTPT OF 
LECTURE AWARDS BY NATIONAL INSTITUTES OF HEAT.TH KMPr nVFFS 

This analysis addresses the issues raised in a letter dated June 26, 2003, from the House 
Committee on Energy and Commerce concerning the implementation of ethics requirements 
relating to prizes or lecture awards given to National Institutes of Health (NIH) officials and 
employees in recognition of meritorious public service or achievement. 

The need to protect the public interest by ensuring that government decisions are not influenced 
by “kick backs” or rewards for official action is addressed principally by federal criminal statutes 
that proscribe bribery and illegal gratuities tied to official acts. 18 U.S.C. §§ 201(b)(2) and 
201(c)(1)(B). Where an employee’s actions fall short of criminal conduct, the concern about 
avoiding an “appearance of impropriety” is governed by detailed ethics standards against which 
the employee’s conduct can be judged on an objective basis. 5 C.FJR. Part 2635. 

At present, no law expressly bars an agency or component head from receiving a bona fide award 
fiem an outside entity merely because the donor is regulated by, does or seeks to do business 
with, or seeks official action from the agency or component that the intended honoree 
administers. The statutory ban on salary supplementation, 18 U.S.C. § 209; the regulatory bar on 
the receipt of compensation for speeches related to official duties, 5 C.F.R § 2635.807; and the 
executive order that prohibits Presidential appointees to fiill-time, non-career positions from 
receiving “any earned income for any outside employment or activity," E.O. 12674, § 102(a), 
(April 12, 1989), are not applicable because the Department of Justice and the Office of 
Government Ethics have determined that bona fide awards, including the cash incident to such 
awards, are to be treated as gifts in recognition of meritorious pubhc service or achievement 
rather than as compensation or earned income for delivering the speech that is routinely expected 
of the honoree at the award presentation. 

Award Aonroval Standard . Gifts to executive branch employees are governed by 5 U.S.C. 

§ 7353, which bars the solicitation or acceptance of anything of value from persons or entities 
defined as prohibited sources, subject to such reasonable exceptions as the supervising ethics 
office for the executive branch, by regulation, deems appropriate. The Office of Government 
Bfiiics implemented this statute in the Standards of Ethical Conduct for Employees of the 
Executive Branch at 5 C.F.R. Part 2635, Subpart B. These rules expressly permit enqrloyees to 
accept bona fide awards and cash incident thereto from most prohibited sources, e.g., contractors, 
grantees, regulated entities, applicants for govemmental action, etc., including organizations a 
majority of whose members are of the enumerated type, provided that the award is determined by 
agency ethics officials to be part of an established program of recognition, as defined in 
regulatory criteria. 5 C.FiL § 2635.204(d)(1). This exception to the prohibited gifts rule is 
unavailable, however, if the awarding entity is a special type of prohibited source, i.e., a person 
or entity who “has interests that may be substantially affected by the performance or 
nonperformance of the [award recipient’s] official duties." 



425 


Interpretation of the Sandard . The Office of Government Ethics has not formally opined on the 
meaning of the above quoted phrase. Althou^ fre^ntly cited by OGE when recounting the 
definition of a prohibited source, the phrase has not been the subject of detailed discussion. 
Commentary, where available, has tended either to elide over any distinctions among the various 
types of prohibited sources, conflate the concepts, or assume without analysis that a given donor 
had interests that could be affected substantially by the employee in discharging his official 
duties. See OGE 83 x 10 (July 26, 1983) (“you (referring to the addressee of the opinion letter) 
have stated that [the company] has interests which may be affected by the performance or 
non-performance of the duties of [the employee]”) (applying rule then effective at 5 C.F.R. 

§ 735.203(e)(3) which permitted acceptance of awards for a “meritorious public contribution or 
achievement” only if offered by organizations within enumerated civic, public, or eleemosynary 
categories). Absent specific OGE guidance, the interpretation utilized within the Department 
was premised on a detailed, internal analysis of the regulatory text, the substance of which is 
recounted below. 

History and Analysis of Regulatory Text The language currently found in the prohibited source 
definiUon at 5 C.F.R. § 2635.203(d)(4) and the awards exception at 5 C.F.R. § 2635.204(d)(1) 
can be traced to § 201(a)(3) of E.0. 1 1222 (May 1 1, 1965), the predecessor to E.O. 12674. The 
Civil Service Commission issued implementing regulations that incorporated the phrase in a 
prohibited gifts rule then codified at 5 C.F.R § 735.202. When E.O. 12674 supplanted the 
Johnson Administration directive in 1989, the same phrase was carried forward in § 101(d) of the 
order and used by Congress in drafting the provisions of the gift stamte, 5 U.S.C. § 7353. The 
OGE Standards at 5 C.F.R § 2635.203(d) (1992) again restated the phrase by defining a 
“prohibited source" to include a person or entity who “has interests that may be substantially 
affected by the performance or nonperformance of the employee’s official duties.” 

When drafting the bona fide awards rule for the 1992 executive branch- wide standards, OGE 
rejected the approach taken in the earlier conduct regulations which permitted acceptance of 
awards only from “a charitable, religious, professional, social, fraternal, nonprofit educational, 
recreational, public service, or civic organizatiotL” 5 C.F.R. § 73S.203(e)(3) (1991). The new 
OGE Standards were designed to allow acceptance of all bona fide awards offered under an 
established program of recognition for meritorious public service or achievement, provided that 
the donor does not have “interests that may be substantially affected by the performance or 
nonperformance of the [award recipient’s] official duties.” 

Without realizing that this provision contextually is an exception to a ban on gifts from 
prohibited sources, the reader might assume, after a cursory examination, that the prohibition on 
receiving awards from entities that have “interests that may be substantially affected by the 
performance or nonperformance of the employee’s official duties” means that federal employees 
cannot accept bona fide awards from contractors, grantees, and regulated entities that have 
matters pending before their agency. As a matter of semantic logic, however, this is not the mle 
that OGE promulgated. Interpreting the quoted phrase simply to equate “those persons who have 
interests that the award recipient can affect substantia!ly,”on the one hand, with “contractors. 
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grantEes, and regulated entities,” on the other, would yield the tautological formulation that an 
employee is pcimitted to accept an award from a “prohibited source," provided that it is not from 
a “prohibited source.” The caveat to the exception to the prohibition perforce must have a 
different meaning. 

To ascribe meaning to the provision and avoid the tautology, an entity that "has interests that may 
be substantially affected by the performance or nonperformance of the employee's official duties" 
must be a special type of prohibited source. i.e., one that poses potentially severe appearance 
problems, not one that merely is seeking official action by, does business or seeks to do business 
with, or conducts activities regulated by the employee’s agency. 

In assessing whether the award donor is the special type of prohibited source, a parsing of the 
regulatory text suggests several inquiries. First, from the use of the present tense verb in the 
phrase "has interests,” one may infer that the intended award recipient must ascertain whether, at 
the time of the acceptance of the award, the offeror then presently has any interests arising out of 
pending controversies or other matters, beyond the general fact that the entity receives grants or 
contracts or is regulated by the agency. In essence, the regulation suggests a temporal qualifier. 
Drawing on the parallel provision governing honorary degrees, timing would appear to be a 
significant factor. See 5 C.F.R. § 2635.204(d)(2) (honorary degree from a university may be 
accepted if the timing of the award of the degree would not cause a reasonable person to question 
the employee's impartiality in a matter affecting the instimtion). The text suggests a bright line, 
snap shot focus on the situation at the time of acceptance of the award. If the offeror had pending 
matters in the past and may have them in the future, then the offeror would simply be a "garden 
variety" prohibited source from which bona fide awards legitimately could be accepted. 

Given the otherwise circular logic of a contrary interpretation, the text leads one to conclude that 
the rule forbids bona fide awards in circumstances where there is "something on the official's 
plate," e.g., where grant application papers are on the desk for ^proval, or allegations of 
impropriety have arisen and the official must decide to order an investigation. Awards tendered 
when the official knows, or has reason to believe, that such matters are pending elsewhere in the 
agency, but will reach his or her "in-box" in the reasonably foreseeable future, would be similarly 
proscribed. Conversely, mere speculation that such matters might arise in the future would 
appear insufficient to bar the award. 

The next inquiry suggested by the regulatory text involves the nature of the employee's official 
duties. The phrase refers to entities that have interests that may be substantially affected by the 
performance or nonperformance of the employee's official duties. The rule is not drafted so as to 
refer to entities that have interests diat may be substantially affected by matters to which the 
employee is assigned or for which the employee has official responsibility. Thus, to ascertain 
whether the award recipient can substantially affect a pending matter through action or omission 
(as opposed to merely possessing ultimate authority), the reviewer would inquire whether the 
duties of the position normally encompass handling the types of matters that are pending? For 
example, a key question would be whether final sign-off authority on a pending grant application 
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previously had been assigned to another agency official under a pre-existing delegation. If, as an 
organizational matter, the intended award recipient nonnally is uninvolved in the quotidian 
details of grants administration, then the pendency of a grant matter within the agency would 
render the donor a mere “prohibited source” as to the intended award recipient (An employee 
would not be permitted, of course, to accept an award if the employee, after learning of the 
award, purposely delegated or reassigned work to avoid responsibility for the pending matter.) 

The regulatory language also requires an assessment whether the actual exercise of the official 
duties assigned to the position would substantially affect the identified pending interests of tlie 
award donor. For example, ministerial acts canying out decisions mandated by law or 
effectuating conqtleted decisions made by others or rendered prior to tender of the award might 
not be deemed by themselves to have affected substantially the resolution of a pending matter. 
On the other hand, actually making the final decision, no matter how per&nctoiy the review, 
would be of significance to the matter. Moreover, in order to "substantially affect" the offeror's 
interests, the text suggests that an employee's exercise of assigned duties must have more than a 
de minimis impact on the interest involved. For example, a decision on a general regulation that 
modestly increases paperwork for all grantees might not have a substantial impact on any one 
grantee, depending on all the circumstances. 

Status or Position . The inquiries suggested by the regulatory text apply equally to all employees. 
The text does not appear to warrant applying a different rule for agency or operating division 
heads. The Office of Government Ediics, as the author of the regulation, clearly knew how to 
treat certain classes of employees differently, often by employing extremely complex definitional 
criteria (e.g., outside earned income limitations in 5 C.F.R. § 2636.303 are expressly applicable 
to Presidential appointees in positions classified above GS-15 of the General Schedule or, in the 
case of positions not under the General Schedule, for which the rate of basic pay is equal to or 
greater than 120 percent of the minimum rate of basic pay for GS-15, that are eithen 
(1) appointees paid under the Executive Schedule, 5 U.S.C. §§ 5311-5318; (2) non-career 
appointees to the Senior Executive Service; or (3) confidential or pohcy-making Schedule C 
equivalents; see also 5 C.F.R. § 2641.201 which defines “senior” and “very senior” employees 
for purposes of the post-employment prohibition, 1 8 U.S .C. § 207, on representational contacts 
to the employee’s former agency, known as the one-year “cooling-off” period). Given that the 
awards rule is not similarly crafted, the omission of any qualifying language relating to status or 
position has interpretive significance. See Rusello v. United States, 464 U.S. 16, 23 (1983), 
citing United States v. Wong Kim Bo, 472 F.2d 720, 722 (5th Cir. 1 972) (“where Congress [or 
other legislative or regulatory body] includes particular language in one section of a statute [or 
regulation] but omits it in another section of the same [law], it is generally presumed that [the 
drafter] acts intentionally and purposely in the disparate inclusion or exclusion"). 

One example that demonstrates an application of the awards rule is that employees in a division 
or unit of an agency whose official duties are not concerned with grants could accept a bona fide 
award fi’om a grantee, albeit a prohibited source as to the agency as a whole, because their 
assigned work will have no impact on the grantee. However, nothing in the regulatory text 
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suggests that this situation is the only one to which flie awards exception would apply. 

Moreover, because the employees in this example do not have official responsibility for grants as 
a general proposition, there never would be a circumstance in which a grant matter would be 
placed before them for deliberation. Thus, the example provides no interpretive assistance in 
resolving the fundamental dichotomy between a view that equates the dispositive phrase witli the 
mere possession of superintending responsibility for matters handled by others and an 
interpretation, based on the foregoing analysis of the regulatory text, that inquires whether the 
employee actually, rather than derivatively throu^ status or position, has matters pending before 
him for imminent disposition. 

Without recapitulating the circular nature of the former interpretation, it suffices in support of the 
latter to underscore that if OGE had intended to write a lule that prohibited agency or component 
heads fiom receiving awards fiom entities that have, or may have, matters pending imdcr their 
official responsibility, either individually or before subordinates, it need have looked no further 
for operative language than its own regulations implementing the predecessor to 18 U.S.C, 

§ 207(a)(2), the two-year “official responsibility” ban on post-employment representation, and 
the definitions in 18 U.S.C. § 202. See 5 C.F.R. § 2637.202(b) (“official responsibility” is 
defined as “the direct administrative or operating authority, whether intcimediate or final, and 
either exercisable alone or with others, and either peisonaUy or throu^ subordinates, to approve, 
disapprove, or otherwise direct Government actions") . 

Nobel Prize Paradigm . An example in the OGE Standards following 5 C.F.R. § 2635.204(d)(1) 
is often cited for die basic proposition that bona fide awards can be accepted by federal 
employees: 

Example 1: Based on a determination by an agency ethics official that the prize 
meets the criteria set forth in § 2635.204(d)(1), an employee of the National 
Institutes of Health may accept the Nobel Prize for Medicine, including the cash 
award which accompaffies the prize, even though the prize was conferred on the 
basis of laboratory work performed at NIH. 

In the context of evaluating awards tendered by prohibited sources, this example provides no 
interpretive assistance. Rarely, if ever, would the Nobel Foundation have matters pending before 
the or any other agency of the United States Government. The import of the example is 
twofold: (1) to demonstrate that a monetary award can be accepted by the NIH employee even 
though medical research and sdencc are, in a broad sense of the word, “interests” of the Nobel 
Selection Committee which are affected by his work; and (2) to emphasize that bona fide awards 
that are tied directly to accomplishments in the federal workplace are permissible gifts and not 
compensation, within the meaning of the salary supplementation ban, 18 U.S .C. § 209, for 
services rendered to the NW. 

Appearance of Impropriety . Recourse to the aspirational principle that employees shall endeavor 
to avoid even the appearance of impropriety, enunciated in E.O. 12734, § lOl(n), and restated in 
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the OGE Standards at 5 C.F.R. § 2635.101(b)(14), is equally unavailing for interpretive purposes. 
The awards exception to the prohibited gifts rules, like the other exceptions contained in 5 C.F.R. 
§ 2635.204, was drafted by OGE in such a way that “the exception itself addresses major 
appearance concerns.” SVFetLReg. 35006, 35012 (August 7, 1992). Some may consider it 
imprudent-as a matter of personal moral standards or simply to avoid an adverse “perception” 
under the often cited “front page of the Washington Post' test-to accept an award offeral by a 
prohibited source. Nevertheless, according to OGE, acceptance of a bona ft4e award under the 
exception is “deemed not to violate” the ethical principles upon which the Standards are 
premised, including appearances. 5 C.F.R. § 2635.204. The hnpetus for drafting detailed, even 
admittedly legalistic, conduct rules was precisely to place reasonable and intelligible limits on the 
potentially boundless scope of an “appearance” standard that invites inconsistent and subjective 
interpretation. 

Awards Form . The interpretation and evaluative factors discussed above for determining 
whether an awarding entity “has interests that may be substantially affected by the performance 
or nonperformance of the [award recipient’s] officials duties” were disseminated department- 
wide to the Deputy Ethics Counselors in the operating divisions and other agency components in 
1998. An award ^rova! form was developed which: (1) educates potential award recipients 
concerning the applicable law; (2) places a burden on the applicant to evaluate seriously those 
matters that are pending before him; (3) requires the applicant to attest to the factual 
circumstances at issue; (4) focuses the attention of the reviewers to each element of the 
regulatory requirements; and (5) provides written documentation of the disposition of the 
approval request. 

To the extent that the approval form leads one to conclude that awards are permitted solely on 
self-certification, that impression is incorrect. Ethics officials evaluate the criteria within their 
purview on a case-by-case basis. However, it would be impractical for reviewers in effect to 
“look over the shoulder” and “cast an eye” on the desk of every award applicant to learn at any 
given moment what assignments or matters were before them. Accordingly, the form does rely 
to a significant degree on the applicant's truthfulness and good faith. Absent a significant 
increase in administrative resources for agency ethics programs, this procedure would appear to 
be the only alternative. 

Safe Harbor . Turning specifically to Dr. Richard Klausner’s situation, he was individually 
advised of the factors used to evaluate whether the awarding entity "has interests that may be 
substantiafiy affected by the performance or nonperformance of [his] official duties." On each 
awards form, he attested to the fact that no such matters were pending at the time of the award or 
in the foreseeable future. In making his certification, he would have been permitted to rely on the 
interpretive factors disseminated within the Department. The fact that Dr. Klausner presided 
over a grant-making entity in and of itself would not have been disqualifying under the 
interpretation rendered at that time. Unless Dr. Klausner was untruthful or failed to disclose to 
the ethics officials all relevant circumstances, the award approval by the Designated Agency 
Ethics Official (DAEO) or the DAEO's authorized representatives provides a safe harbor under 
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which Dr. Klausner could not be disciplined, were he an employee, or otherwise be deemed to 
have violated the ethics rules. 5 C.F.R. § 2635.107(b). 

Recuiial . Recusals can be required if there is an actual conflict of interest under the criminal 
statute, 18 U.S.C. § 208, or an “appearance of a conflief ' resulting from, inter alia, a “covered 
relationship,” as defined in the impartiality standard, 5 C.F.R. § 2635.502. In the award 
situation, an employee arguably has a financial interest in receiving the money incident to the 
award. However, given the donative, as opposed to contractual, context, the prospective award 
recipient may not have a legal right to the fimds Uiat is sufficient to create a financial interest 
within the meaning of section 208. Nevertheless, assuming for purposes of argument that the 
statute applies, a recusal obligation would arise only with respect to official participation in a 
particular matter that would directly and predictably affect the ability of the donor to meet its 
financial conunitment to pay the fimds. Rarely would such a matter exist; essentially, the matter 
would have to send the donor into bankruptcy for the recusal to apply. Accordingly, the criminal 
conflict of interest statute generally is not implicated in the awards context. 

The employee’s interest in receiving an approved monetary award, however, does create a 
“covered relationship” with the awarding entity within the meaning of 5 C.F.R. §§ 2635.502(a) 
and (b)(l)(i) (a financial relationship that involves other than a routine commercial transaction). 
During the pendency of any outstanding payments or travel reimbursement that are incident to 
the award, employees are required to recuse from official participation in any particular matter 
involving specific parties in which the awarding entity is a party or represents a party, if a 
reasonable person with knowledge of the relevant facts likely would question the employee’s 
impartiality in the matter. Notably, this recusal obligation applies only to “specific party 
matters,” such as contracts, grants, audits, investigations, lawsuits, or similar matters that involve 
identified parties, and not to “particular matters of general applicability,” such as legislation, 
regulations, policies, or other general rttatters that are focused on the interests of a discrete and 
identifiable class of persons. Moreover, the recusal obligation exists only during the pendency of 
the “covered relationship” that initially engendered the disqualification. Recusals triggered by 
awards last only from the time the employee receives notification of the award until such time as 
any and all financial transactions associated with the award ate completed. Receiving an award 
and delivering a speech at the event do not constitute employment or consultation and hence do 
not create a “covered relationship” within the meaning of 5 C.F.R. § 2635.502(b)(l)(iv), the 
provision that imposes a one year retrospective inquiry when determining the duration of a 
recusal as to specific party matters involving only the relationships enumerated therein. In other 
words, there is no legal basis to impose a one year recusal following the receipt of an award. 

As noted previously, by regulation, employees do have a narrow recusal obligation as to specific 
party matters involving the donor as a party or party representative during the pendency of the 
award. Employees may choose to memorialize in writing their obligation to disqualify 
themselves from certain matters. Recusal documents executed by federal officers or employees 
do not represent “admissions” by those employees that matters involving the entity named tlierein 
are presently pending before the signatory, and they should not be interpreted as such. Recusal 
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memoranda represent only an employee’s written memorialization of his obligation to recuse. 
There is no requirement that such writing be pr^ared. See S C.F.R. § 2635.402(c) 
(“disqualification is satisfied by not participating in the particular matter”). Rather, certain 
employees choose to prepare recusal memoranda for two basic purposes: (1) to communicate to 
staff that if matters involving or affecting the named entity arise that normally would come to the 
signing official, they should be diverted to an alternate; and (2) to alert the official who would 
instead receive the matter (but who, otherwise, would not) as to the basis for the change in 
processing so that government business is not delayed unnecessarily. To avoid confusion and 
delay, and for the protection of the employee and the integrity of agency programs and 
operations, an employee’s obligation to recuse is addressed, to the extent possible, before matters 
arise. 

Travel . Under the authority of31U.S.C.§ 1353 and the implementing regulations of the 
General Services Adnunistiation (GSA), 41 C.F.R. Part 304-1 (citations are to regulations in 
effect prior to June 16, 2003, when the new “plain English” version codified at 41 CP.R. Parts 
304-1 through 304-9 became effective; see 68 Fed. Reg. 12602), agencies are permitted to accept 
payment from a non-federal source for the travel, subsistence, and related expenses of a 
government official to attend, while in travel status, “any meeting or similar function relating to 
the official duties of the employee.” 41 C.F.R. § 304-1.2. Meetings and similar functions are 
defined to include “[a]n event at which the employee will receive an award or honorary degree, 
which is in recognition of meritorious public service that is related to the employee’s official 
duties, and which may be accepted by the employee consistent with the standards of conduct 
regulation.” 41 C.F.R, § 304-1.2(c)(3)(iii). 

Although an award is based on individual achievement and considered a personal gift governed 
by the OGE Standards, any travel benefits associated with the award that are provided by non- 
federal sources to the agency under authority of 31 U.S.C. § 1353-whether provided in kind or 
through reimbursement-are deemed gifts to the agency and not to the employee personally. As 
such, acceptance of travel, lodging, meals, and other subsistence expenses from non-federal 
sources are submitted for advance approval on an HHS Form 348. The Department reports these 
payments on a semi- annu al basis to OGE. 41 C.F.R. § 304-1.9. Employees who file financial 
disclosure reports are obligated only to report travel gifts and reimbursements personally 
received by them during the reporting period. Where, as may be the case of official travel to an 
awrard event, the agency accepts die payment, employees are not required to disclose separately 
the reimbursement on their own financial disclosure reports. See 5 C.F.R-§ 2634. 105(n)(3) note 
and § 2634.304(c). 

Agencies generally are required to assess whether acceptance of a non-federal source payment for 
travel would cause an informed, reasonable person to question the integrity of agaicy programs 
or operations. This analysis is guided by a non-exclusive list of relevant considerations, such as 
(1) die monetary value and character of the tendered benefits; (2) the identity of the parties; 

(3) the nature and sensitivity of any pending matter affecting the interests of the payor; and 

(4) the significance of the traveling employee’s role in the matter. 41 C.F.R. § 304-1.5. When 
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this regulation was initially promulgated, GS A specified in the explanatory preamble that the rule 
was not intended to bar agency acceptance of payment from non-fedcral sources merely because 
such entities were “prohibited sources” within the meaning of the OGE Standards applicable to 
gifts to employees. 57 Fed. Reg. 53283, 53286 (November 9, 1992). Rather, the rule was meant 
to preclude agency acceptance of travel reimbnrsement from a contractor, grantee, or regulated 
entity when a request for agency action or other matter involving that entity as a party is pending 
and the traveler is the veiy official before whom the matter is lodged for disposition. Id. Thus, 
the GSA travel reimbursement rule evaluates whether the traveling employee’s actual exercise of 
official authority with respect to an extant matter involving the payor is sufficiently proximate in 
time and organizational location within the agency decision-making process to warrant denial of 
the reimbursement. This analysis is similar to diat under the awards rule, but it is more 
permissive in that acceptance is precluded only when those pending matters are of the “specific 
party” variety and involve the payor as a party. 

The comments section to the GSA rulemaking document contains several examples that illustrate 
the various distinctions in the travel reimbursement context: 

[W]e did not amend the rales to prohibit acceptance of payment from a 
“prohibited source,” as suggested by at least one comment. ... In the case of 
official travel that the agency determines to be in furtherance of its mission, we do 
not believe that acceptance of payment should be precluded solely on the basis 
that the non-Federal source seeks official action on some matter from someone at 
the agency. Thus, in cormection with an Army Assistant Secretary’s speech on the 
topic of reductions in force, given at an Army contractors’eonvention, we do not 
believe that the agency’s acceptance of payment from the contractor should be 
precluded solely because the non-Federal source happens to have a contract with 
some component of the Army. ... [P]ayment [should not be accepted] from the 
company if the Assistant Secretary was then serving as the source selection 
official for a procurement involving that contractor as a competitor. ... On the 
other hand, it might be appropriate for the National Institutes of Health to accept a 
large pharmaceutical association's offer to fund a scientist’s trip to a conference 
on AttlS even if the scientist was at the time performing experiments in relation 
to a promising new drug developed by a company that belongs to the association. 
.S imil arly, acceptance of payment from a tracking industry association might be 
authorized in the case of a Department of Transportation attorney who is asked to 
address the association concerning the interpretation of a regulation that he/she 
tirafted and that is applicable to the entire industry. 

57 Fed. Reg. 53286-53287. 

The GSA regulations also expressly provide that “nothing in ... part [304-1] prohibits an agency 
or employee from accepting payment ... when consistent with the applicable standards of ethical 
conduct regulation concerning personal acceptance of gifts.” 41 C.F.R. § 304-1 .8(a). 
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Accordingly, if the awards rule in the OGE Standards permits the employee to accept the 
underlying honor and monetary reward, then the agency derivatively may accept the travel- 
related benefits incident thereto, without the need to evaluate separately the factors specified in 
section 304-1.5 (although die analysis required under the latter cited rule parallels that of the 
former to a significant degree). 

In the case of lecture awards offered to NM oEScials based upon their meritorious pubhc service 
or other achievement, their receipt of the award and participation in the award event is, as noted 
in the travel reimbursement regulations, deemed to be related to their official duties. This nexus 
or “relatedness" permits agencies to authorize the honoree to attend in a government travel status 
and, when delivering the lecture, to speak in his or her official capacity about agency business. 
Although the honor and any money incident to the award are personal in nature and premised on 
meritorious public service or achievement already accomplished, the travel rule recognizes that 
the award lecture provides an opportunity for the dissemination of an official message to 
appropriate audiences, 

Interpretative Options . The issue of whether the awards rule could be interpreted differently to 
apply a more rigorous standard for future application to agency or component heads ultimately is 
a matter for OGE deliberation. Given the concerns raised about this issue, OGE may well choose 
a different approach. Neither the Department nor NIH can resolve definitively the interpretive 
issue posed. By way of background, the relevant authorities and jurisdiction are recounted 
below. 

Following recortunendations of the President's Commission on Federal Ethics Law Reform, 
President George H. W. Bush issued the seminal ethics directive, E.O. 12674, that established the 
fiamework for evaluating the conduct of federal employees. The Office of Government Ethics 
was ordered to formulate a uniform set of ethical standards for the entire executive branch, 
thereby preempting the field of agency regulation of employee conduct The Standards of Ethical 
Conduct for Employees of the Executive Branch, 5 C.F.R. Part 2635, promulgated on August 7, 
1992, and made effective on February 3, 1993, were the result 

Federal departments and agencies were authorized to issue, jointly with OGE rpproval, 
supplemental ethics regulations to establish prior approval procedures for outside activities, to 
impose prohibited finan cial holdings requirements, and to address ethics issues unique to the 
programs and operations of the respective agencies. However, to ensure executive branch 
uniformity with respect to the core ethics requirements, OGE does not perrrrit agencies 
unilaterally to impose ethics requirements that are more restrictive than the OGE Standards. For 
example, the OGE gift rules provide that an employee can accept a gift fiom a prohibited source 
valued at $20 or less. The Department and NIH are botmd by this exception and cannot impose 
an inconsistent policy that reduces the dollar threshold to zero if the Department or NIH were so 
inclined. In assessing the propriety of accepting awards fiom an outside source, both the 
Department and NIH are similarly required to implement the OGE rules as interpreted by duly 
authorized ethics officials, until such tim e as OGE revises the regulation or provides definitive 
guidance. 
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Although instituting an NIH policy banning “lecuire awards ” per se might have the salutary 
effect of removing any perception whatsoever that the recipient has been or may be influenced by 
the donor, agencies are not permitted to prohibit that which the OGE Standards may permit. 
Moreover, even if NIH were afforded such latitude, the costs in terms of recruitment and 
retention of eminent scientists at the NIH may be considerable. NIH scientists assert an 
important governmental interest in receiving recognition for contributions to medical research or 
other meritorious public service or achievement and in being offered the opportunity to deliver 
prestigious lectures associated with these honors. Apart from employee morale, the enhanced 
credibility and standing of NIH scientists before their peers in academia advances considerably 
the interests of the Government in demonstrating leadeiship in scientific research, disseminating 
critical information to appropriate audiences, and attracting the most qualified scientists to public 
service. That monetary stipends attach to many lecture awards is considered a recognized and 
permitted practice within the research community. 

Prudential Concerns . That said, as the OGE gift rules cogently state, “[e]ven though acceptance 
of a gift may be permitted by one of the exceptions .... it is never in^propriate and frequently 
prudent for an employee to decline a gift offered by a prohibited source or because of his official 
position." 5 C.F.R. 2635.204. The various awards for Dr. Klausner were approved, either under 
the signatures of the DAEO or those of Deputy Ethics Officials acting under his authority. The 
approvals were based on factual information, to which the applicant attested, regarding whether 
matters involving the donor were presently or imminently before the ^plicant for disposition. 
Supporting documentation, as appropriate, was reviewed to verify that the awards, were made “as 
part of an established program of recognition: (1) under which awards have been made on a 
regular basis or which is funded, wholly or in part, to ensure its continuation on a regular basis; 
and (2) under which selection of award recipients is made pursuant to written standards [or a 
selection committee]. 5 C.F.R. § 2635.204(d)(1) (the bracketed phrase is an interpretive gloss 
approved by OGE whereby the evaluation of candidates by a selection committee may provide 
the functional equivalent of written standards). The reviewers approved awards in technical 
compliance with the criteria and in accordance with the extant legal interpretation inasmuch as 
employees have the right to have their conduct judged against objective criteria. Or. Klausner 
was counseled concerning the precise legal nature of the approval. Employees are routinely 
advised whether their proposed conduct is legally permissible, but each individual remains 
ultimately responsible for assessing whether adverse public perception or the potential for 
controversy would counsel against accepting that which the law may permit. 


July 11, 2003 
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[lflR-05-2004 FR! 02i£ PH OFFICE GEN ERAL CMBBEL 

University 0 / Pittsburgh 
Medical Center 

Department of Surgery 

September 18, 1997 


FAX NO. 412 624 1606 F, 06 

TABS 


2C0 i<auwt«nr. Building 
3^71 Fifth AvSOue 
Piriaur^n, PA 15213-322*. 
612-592-2652 
Fax: J12-632-252C 


George Michalopoulos, M.D., Pb.D, 

Interim Dean, School of Medicine 
Chairman and Professor, Department of Pathology 
200 Lothrop Street 

University of Pittsburgh Medical Center 
S410B.S. Tower 
Pittsburgh, PA 15261 

Dear Dr. Michalopoulos, 

We have meet on three separate occasions of the late Spring and Summer to consider candidates 
for the upcoming Dickson and Mellon awards. I would like to summarize our deliberations and 
present our nominations for these two important awards below. The Dickson lectureship is a 
well supported series, which has engaged some of the best and brightest of American scientists. 
Many of these individuals have gone on to win major national awards. We considered a variety 
of individuals from several fields and these included James AlUson, Giinter Blfibel, Floyd 
Bloom, James Darnell, Stephen Elledge, David Ho, Richard Horwitz, James Ihle, Mario 
Capecchi, Richard Klausner, Richard Kolodner, James Rothman, Erkki Ruoslahti, Robert Tjian, 
and Don Wiley. This number of outstanding candidates made our work difficult but it was clear 
that amajority of the committee were in favor of Richard Klausner, a prominent physician and 
scientist involved in the study of protein packaging and transport, the T-CeD receptor chains, and 
suppress ocomogene. He is currently Director of the National Cancer Instiiute, I have inquired 
at the NCI and it is clear that he is capable of receiving this award. It was the feeling of the 
Committee that early December would be the best time to highlight him and have his 
presentation, if he is available. Furthermore, we believe tliat it would be worthwhile to insure a 
broad participation in his two lectures and to invite local press as well as members of the 
Dickson Foundation. 

Our candidates for the Mellon award, which we believe would be best setup for the Spring of tliis 
next year in March or April, included Mina Bissell, Henry Bourne, Pierre Chambon, Mary-Claire 
King, Michael Phelps, Klaus Rajewsky, Randy Scbeckman and Richard Tsien. After our 
meeting yesterday, it became clear that Mina Bissell was our number one candidate. She has 
studied interaction of epithelial cells with the cell matrix and gives an outstanding and energetic 
lecture. Again appropriate planning between your office, the committee and the office of special 
events should begin coordinating these lectures as soon as possible to realize their greatest 
benefit for the University and its’ scientists and clinicians. 
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HftR-05-2004 FRI ORiSIJH WICEJENERfiL COUfBEL FAX NO. 412 624 1606 


P, 06 


George Michalopoulos, M.D., Ph.D. 
September IS. 1997 
Page 2 


I would be happy to answer any questions regarding our selections, please let me know if there is 
anything that I might further do to develop the process for these two lectureships. 

With warm personal regards. 


Sincerely yours. 



Michael T. Lotze, M.D. 

Professor of Surgery, Molecular Genetics and Biochemistry 

Chief, Section of Surgical Oncology 

University of Pittsburgh Medical Center 

Co-Director, Biological Therapeutics, UPCl 

Co-Director, Human Gene Therapy Program 

Phone: 412-383-9000 

Fax: 412-624-1172 

E-mail: Lotze@pittsurgnb.upme.edu 


Enclosure 

• CV of Dr. Klausner 

• CV of Dr. Bissell 
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412-«4&4t10S 
F«x: <13-624-0824 

lew pia 9^ 


September 30. 1996 


Bichard D. Kiausner, M.D. 

Chief. Cell Biology & MetaboKsm Brartch 
National institute of Child Health & 

Human Oevelopmem. NIH 
BuHdlr^g 18. Boom 101 
Bethesda. MO 20892^0001 

Dear Dr. Ktei»ner 

H is {r>deed a great pleasure for me to inform you thai you have been selected as the 
recipient of this year's annual Dickson Prize award. This pnze is given to the country's most 
outstauiding scientific leaders whose contributions to their fields have had a very significant 
impact on progress in medtcaJ research. The Dickson Prize is the University's most prestigious 
scientific achievement award in which the recipient also receivee a very sut^ntiai honorarium 
and wtll be our guest et an awards banquet and iecturs. t have erKtosed a fist of past recipients 
and you can readily see that you are In distinguished company. Congratulations on your 
outstanefing achievements imd we would be very pleased if you would accept the 1 996 Dickson 
Prize. 



_ Joseph C. Glorioso. Ph.O. 

“ Chair, Didrson Prize Committee 


TTOtfonrm^ ibi Promt — Diamunng Ac hoar 
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TAB 10 

DEPAITMINT OF HEALTH a HUMAN SERVICES Public Hejith S.rviw 


HLE 

Klc2^.T7UyU : 


Netlonai Institutet of Hoilth 
Nfitloni! Cancer Irjctituta 
Sathaada, Maryitnd 208B2 


October 1. 1996 j; 

TO: Richard Kiausner, M.D., Director, NCI 

FROM: Maureen O. WUson, Ph.D., Deputy Ethics Counselor. NCI 

SUBJECT: Iteconimendation Regarding the Dickson Prize 

I have reviewed the situation surrounding the Dickson Prize offered by the University of 
Pittsburgh and addressed to you as Chief. Cell Biology and Metabolism Branch, NICHD. 
It is Ety recommendation that you decline acceptance of the award based on the reasons 
below. 

TlM University of Pittsburgh is a grantee, contractor and cooperative group trial 
participant funded by the NCI. Under these circumstances, hit UniN^rsity is clearly a 
prohibited source as defined by the Office of Government Ethics Standards of Conduct at 
5 CFR 2635.203 (d): 

..ary person who: 

(J) Is seeking o^cial action by the agency: 

(2) Does business or seeks to do business with the agency: 

(3) Conducts activities regulated by the agency; 

(4) Has interests that may be affected by the performance or nonpeffor- 
mance of the employee's official duties: 

This is reached in the Supplemental Standards of Conduct for Employees of the 
Department of Health and Human Services issued July 30. 1996 at 5 CFR 5501.102 
whkh redefines prohibited sources to represent tlwsc persons or organizations doing 
business at the NIH level. The NIH Manual 2300-735-4 on" Outside Work. Financial 
Interest and Related Activities," also clearly states that it is NIH policy not to accept 
awards from organizations, the interests of which may be affected by the performance or 
non-performance of an employee’s official duties. 

Although you, as Director, NCI. do not actually sign either grants or contracts, you are 
the ultimate responsible party for all of the Institute’s activities, unless you have 
disqualified younelf from matters involving a specific party. Because the Institute is 
currently a co-defendant with the University in a suit brought by Dr. Bernard Fisher, it 
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Page 2 - Richard Klausner, M.D. 

would be inappropriate for you to be disqualified from dealing with the University of 
Pittsburgh. Therefote, it is difficult for you to accept the award in your official capacity 
and it is clearly inappropriate for you to accept the award as an outside or personal 
activity as the University both does business with us and is seeking anion from the 
Institute and thus, from you as its director. 


Maiireen 0. TJWison, Ph.D. 


cc: Dr. Kirschstein, Deputy Director and DEC. OD. NIH 
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: -I- -' -' Stablished in 1969 by the estates of Joseph S.’iDioteai. 'tm/'and AgrS' 

Dickson to to auasied to a person ' (cr persons) ‘ri-the'inaical '55 
fiss made the nest pre e r e ss in the Unltai srj»t-p«' fnr- .tc-. 

■" "" ' 'J Ite^aricted to U.S. citizens ^ 

autumn, early winter .u 

Established In 19XS by Ridiard B. Mellon for one or tore lactiaes. 
annually in the field of bicinedical sciences. 


Spring 

EBCCECDKS KiH SEUCTICN 

1) me dean of the School of Medicine appoints a selection coiimittee 

; ... 2) Nejo^tions are solicited fren faculty naiiers of the School of 
- Medicine and previois avrardees (optional) 

3) CjiuLattee makes recamendatiens to the dean (letter simaarizes the ' 
decision process - naetirgs, noidnaticrs, coniaittee members -'ani -■ ■ 
states the reasons for the selection) 

4) The dean ca lls the awardees; formal letter of Invitation 'is sent’ '-“•i' 

by the president ' 

5) Health Sciences Special Events office coordinates the visits 
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TAB 12 


Russell-Einhorn, Michele 




\0 




From: Russell-Einhorn, Michele 

To: Edgar M. Swindell; Jack Kress; ’Karen Santoro’; Linda Conte; Rick Thomas; Stan 

Olesh 

Subject: FW: Dickson Award for Dr. Klausner 

Date: Monday, October 07, 1996 1:51PM 


Here is the message ! sent to Jake Wilson. I spoke with Don Williams ^o conferred with Stuart Ricks. I 
asked Don specifically whether the issue is that at the time the award Ir offered the University has the 
conflicting interests-Don asked Stuart this and Don thought yes this is the issue. I also asked Don if a 
disqualifcation would work and he said Stuart said it would not work. He then called Stuart to get a better 
answer, got back on the phone with me and said Stuart confirmed that a disqualification would not work 
but was not so clear why. Stuart did, however, very definitely state that on the basis of the information 
given to him, Klausner could not accept the award from Pittsburgh. 

Such is the wisdom from OGE. 


From: Russell-Einhorn, Michele 

To: Wilson, Maureen 

Subject: Dickson Award for Dr. Klausner 

Date; Monday, October 07, 1 996 1 :48PM 

I just received a phone call from the Office of Government Ethics regarding whether Dr. Klausner may 
accept the Dickson Award from the University of Pittsburgh. The Office of Government Ethics said that he 
could not accept the award because at the time the award was offered to him the University of Pittsburgh 
had interests that could be substantially affected by the performance or non-performance of the employee’s 
official duties. Given the current litigation involving NCI. the University and Dr. Fisher, the recent audit by 
NCI regarding costs charged to contracts by the University and the fact that the University is a grantee, 
OGE felt that all of these were more than sufficient to indicate that the University has interests that could 
be affected by the performance or non-performance of the duties of the Director of NCI. 
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TAB 13 


Santoro, Karen 


From: Santoro. Karen 

Sent: Tuesday, September02. 1997 12:56 PM 

To: 'eswindet@os.dhhs.gov' 

Subject: Dr. KJausner 


I spoke to the Phil Amarusso and Susan Sherman to clai% Or. K's role in the NCI disbursment of the settlement 
monies to the University, tt is my understanding that DOJ will offer a letter verifying the amount and the terms 
that NCI agreed to and that Dr. Klausner would not be required to sign anything in this respect. 

I have not heard anything further about the DbronAJniversHy relationship. I will follow up before my afternoon 
meeting. 

Karen Santoro 

Office of the General Counsel, Ethics Division 
(301) 402-2576 


Page 1 
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TAB 14 
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TAB 15 


September 2, 1997 


Note to Harriet Rabb 

Attached is information documenting last year's determination for 
Dr. Klausner regarding the Dickson Prize. Note that all the 
information provided to us refers to the prize as the University 
of Pittsburgh's award. We will have to make inquiries into the 
exact relationship between the Dickson Foundation and the 
University in this matter. Despite the foundation's presumably 
separate legal status, there may be co-extensive directors, 
merged decision-making, or other factors indicating that the 
foundation and the university are one and the same for the 
purpose of this award. As a consequence, I cannot assure you, at 
this point, that the award can be approved. 

This is not a matter committed to ethics officials for advice 
only, but rather the regulations condition lawful acceptance of 
the award on the written determination of an agency ethics 
official. Within certain parameters, the regulations allow 
receipt of awards from prohibited sources as an exception to the 
gift rules, provided that the award is not from a specific type 
of prohibited source, i.e., one that presently has "interests 
that may be substantially affected by the performance or 
nonperformance" of the employee's official duties. 5 C.F.R. 

§ 2635.204(d) . 

Assuming that an award from the Dickson Foundation is, in 
substance, an award from the University of Pittsburgh, acceptance 
would be possible provided that there are no pending matters or 
controversies involving the University of Pittsburgh that 
Dr. Klausner can affect substantially through the performance or 
nonperformance of his official duties. Merely regulating 
university research generally or having general superintendence 
over the NCI "grants to universities" process usually would not 
preclude receipt of the award, as such responsibilities typically 
do not entail matters likely to have a substantial effect on a 
university's interests. However, the pendency of litigation, as 
earlier, or investigations, audits, specific pending grant 
applications, or other similar matters (including possibly the 
execution and enforcement of the settlement agreement or 
reimbursement issues with the university, should they claim the 
monetary figure they paid to Dr. Fisher is an overhead cost 
attributable to a federal grant) would likely bar acceptance. 

(The Office of Government Ethics was consulted on last year's 
determination, and OGE determined that a potential award 
recipient cannot remove the award prohibition by simply recusing 
from those matters involving the award donor that he could affect 
substantially . ) 
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If Dr. Klausner were to assure affirmatively that there were no 
longer any pending matters involving the university that he could 
affect substantially through the performance or nonperformance of 
his official duties, then the award potentially could be 
authorized as a legal matter. (Note that if an employee were to 
err and fail to make a full disclosure of all relevant 
circumstances, then the "safe harbor" protective effect of an 
advance authorization would be lost.) 

Awards received personally must be reported on the SF 278 Public 
Financial Disclosure Report. As a Presidential appointee, 

Dr. Klausner ’s SF 278 is one usually sought in blanket requests 
by the press and political organizations. 

I wanted to apprise you of the various issues that we will need 
to address in considering the possible receipt of the award. I 
will let you know when I receive further information on the 
Dickson Foundation. 
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To 

Cc 


Edgar M. Swindell<S06C.I0@0S.DC 


TAB 18 


L ject 

Date 

Attach 

Certify 

Encrypt 


harriet rabb@OGC.IO@OS.DC 
re: Dr. Klausner update 

Thursday, September 4, 1997 at 12:38:47 pm EDT 

M 

N 


As I understood an earlier conversation, even if Dichson and Pitt are 
associated, this may not be a bar if there's no personal participation by Dr. 
Klausner in the ongoing settlement implementation process rising to the level 
of impermissible in statutory terms. Is that correct? 
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To 

Cr. 


Subject 

Date 

Attach 

Certify 

Encrypt 


TAB 19 


harriet rabb@O6C.I0@os.DC 






Edgar M. Swindeil{aoGC.lo@os.DC 

re: Dr. Klausner update ^ 

Thursday, September 4, 1997 at 1:18:29 pm 

N ^ . 

N 




Not precisely. OGE earlier advised that if there is a pending matter or 
controversy in which the potential award donor has interests that may be 
substantially affected by the performance or nonperformance of the employee's 
official duties, then the award cannot be accepted and the potential prize 
recipient cannot escape the prohibitive effect of the rule by recusing or not 
participating in those matters. The focus of the gift rule is on whether there 
is a correlation between the matter and the responsibilities or duties of the 
official to whom the gift is offered, irrespective of whether that official 
actually exercises his or her authority over the matter. (This is in contrast 
to financial conflicts rules which do focus on actual participation vel non.) 
The only means by which the award could be received, assuming Dickson and 
Pittsburgh are effectively the same, is for there to be assurances that, at 
present and at a time in close temporal proximity to the award ceremony, there 
is no pending matter or controversy particularized to that university that 
falls within the ambit of the NCI Director to affect substantially. I, of 
course, do not know if there are other matters involving the University of 
sburgh, but, at least with respect to the Fisher litigation, one could 
e that current settlement execution and implementation issues are 
ministerial and administrative tasks assigned to lower level officials in 
comparison with the decision in which Klausner did participate, i.e., approval 
of the settlement agreement. When we have more information, I would be pleased 
to discuss this matter with you at your convenience. 
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TAB 20 


Santoro, Karen 


From: 

Sent: 

To: 

Subject: 


eswlncle}@os.dhhs.govfSMTP:eswjndel@os.dhhs.gov] 
Thursday, September 11,1 997 7:46 AM 
ks172s@NIH.GOV 
re: Re: Db©n Prize 


Comments by : Edgar M. Swindell@OGC.iO@OS.DC 
Date : Thursday. September 11,1 997 1 1 :46:04 

Forwaniedto ; INTERNET(ks172s@NIH.GO\/] 

Comments: 

I talked with Harriet, and we decided, based on Kiausner's response, to cease 
ail actions on this matter for now. 


Forwarded to: Edgar M. SwindeH@OGC.IO@OS.OC 
cc: 

Comments by: harriet rabb@OGC.IO@OS.DC 

{Original Message] 

>So. what should we do at this moment? Wait to see if the award is given? 
>Settle now that the award can/can't be accepted so the effort to decide 
>vriiether to make the award isn't bootless? Please let me know what would be 
>best in the circumstances. 

Why don’t we wait. 

Rick 


Pagcl 
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TAB 21 

Santoro, Karen 

From: eswlndel@os.clhhs.govlSWTP;eswindel@os.dhhs.govj 

Sent: Wednesday. October 01 . 1 997 1 0:21 AM 

To: Santoro, Karen 

Subject: re: Dicteon Prize 


Karen, do not do anything with respect to KJausner until you speak to me first. 


Page 1 
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Department of Health & Human Services National Institutes of Health 


TAB 22 


Maureen 0. Wilson. Fh.D. 
Assistant Director 
Deporv’ Ethics Counselor 
National Cancer Insiiiutt 
31 Center DmeMSC :-J73 
Building 3 J. Room 4A48 
Belhesda. Mar>'iand 3089;-247' 


Phone 301-496-1 14S 
FAX. 301-4O:-i5OS 
E-mail wilsonm j 3 lb4 net nth gov 


October 1, 1997 

TO: Richard Klausner, M-D., DirK:ior, NCI 

FROM; Maureen O. Wilson, Ph.D., Deputy Ethics Counselor, NCI 

SUBJECT; Dickson Prize 

I spoke with Diane Moore of the Dean's Office, University of Pittsburgh, who provided the 
additional information regarding the Dickson Prize. 

1. Dickson is not a foundation in the traditional sense, it is a bequest bound by conditions 
limiting its use to the award of the Dickson Prize. 

2. The bequest is held by a bank and the award is made from the interest accrued. 

3. The process for selecting the awardee is attached but fundamentally it is as follows: 

a. The Dean of the School of Medicine appoints a selection committee which is not 
formally limited to members for the University' of Pittsburgh staff, but has not 
included members outside that staff. 

b. The committee obtains nominations from faculty and from previous awardees. 

c. The committee makes a formal recommendation (selection) to the Dean. 

d. The Dean officially notifies the winner of the award. 

Although the formal legal decision will be at Harriet Rabb's level, 1 would have the following 
concerns: 

1. The bequest was made to the University of Pittsburgh and, although formally restricted by 
the conditions of the bequest, the money is Pittsburgh’s to award. 

2 . As there is no foundation, but simply a bank account, we can not formally separate the 
business structure of the Dickson Foundation from the University of Pittsburgh and must 
look at the selection process and its level of independence from the University. Clearly 
because the selection committee appears to all be drawn from Pittsburgh staff, we can not 
distinguish between the University and the Foundation. 
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3. The award is then considered to be made by a committee composed of Pittsburgh staff from 
funds in which the Universiw has a financial interest. 

4. The resultant conflict of interest issues to be overcome, then include: 

a. The conflict of interest arising from the status of the Universin . as a grantee of the 
NCI, awarding to you a not insubstantial monetary’ prize and your ability, as the 
Institute Director, to continue to play an indirect, but dominant, role in all 
assistance/contract award efforts including those made to the Uni\ersin' of 
Pittsburgh. 

The conflict of interest involving the University as a grantee could be overcome by 
the issuing of a waiver under 18 VSC 208(b)(1) to permit you lo continue your 
official role in the assistance/contraci award process, recognizing the basis of the 
award as your scientific achievements and not your association with the NCI. As you 
know, your waivers must be approved at the Secretary 's level, so the legal basis to 
issue such a waiver would clearly be established at that level. 

b. The real or apparent conflict of interest issues to be overcome relating to the recent 
litigation between the University, the NCI. and Dr. Fisher, which resulted in the 
formal restoration of an official title with the University and Dr. Fisher's ability to 
participate in the application for federal funds and have access to data developed 
through federally funded efforts. The NCI agreement to consider Dr. Fisher for 
appointment to an NCI advisory committee, a Special Government Employee 
appointment, also must be evaluated in this context. 

The issues created by the recent litigation are more nebulous, because they involve 
obligations incurred by the NCI to permit Dr. Fisher 's continued access to data and 
ability to participate in the grant/contract applicaiion/award process which, of 
necessity, involve the University of Pittsburgh and other grantees/contractors in 
fulfillment of those obligations. Given that the litigation was only recently settled, 
the major issue to be overcome is the appearance that the NCI agreed to cooperate 
with Pittsburgh to settle the litigation, including the monetary payments as well as 
other tangibles and intangibles, and that this award is being made as a result of that 
agreement. It is the prerogative of the Department to authorize acceptance of the 
award despite this appearance and to document the basis for the decision in the 
context of the associated waiver. 

Realizing that we are exploring your ability to accept an award not yet made, had this question 
occurred at least 12 months post settlement, a generally acceptable cooling off period, the 
implications that the decision to award derived from NCI’s cooperation in the litigation would be 
of less concern; a waiver would still be required because the award is being made by a grantee, but 
the burden of justification would be less. 
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For your information, however, 1 will point out that it is clearly the decision of your appointino 
authority, now identified as The Honorable Donna Shalala, to grant you the necessary waiver and 
authorizations under IS USC 208(b)(1) to continue to execute your foil responsibilities as Director, 
NCI, and to accept the award for your personal scientific achievements. The decision w ould have 
to be based on the premise that acceptance of such an award by a prominent federal personality is 
in the public health interest despite any public perception of conflict of interest and that such an 
award would not be deemed to influence the integrity of your performance of official duty 
responsibilities. This decision can be made if it is the Department's position that public opinion and, 
therefore, the ability of the Department to cany out its public health responsibilities are not adversely 
affected. Please contact me if you have additional questions. 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 


Office of the Secretary 


TAB 23 


Office of ttie General Counsel 
Washington, D.C. 2020f 


October 7, 1997 


MEMORANDUM 


TO: 


FROM; 


Richard Klausner, M.D. 
Director 

National Cancer Institute 
National Institutes of Health 


Edgar M. Swindell 
Acting Associate Gener; 
Designated Agency Ethics Official 



SUBJECT : Dickson Prize in Medicine 


Summary 

This memorandum is in response to your inquiry whether you may accept the Dickson Prize 
in Medicine offered by the University of Pittsburgh annually to an individual in the medical 
field "who has made the most progress in the United States for the year in question." As 
more fully discussed below, I conclude that you may accept this award and the monetary 
stipend associated therewith, provided that, at the time of your acceptance, the University of 
Pittsburgh has no current interests associated with matters pending before you that may be 
substantially affected by the performance or nonperformance of your official duties. 


Instructions 


As a Presidential appointee, you may accept the award only upon the written authorization of 
the Designated Agency Ethics Official (DAEO). This Office has developed the attached 
standard form for that purpose. The form requires that you supply information concerning 
the award, append appropriate documeoiaiion, check the appropriate boxes sequentially as 
indicated, and sign and date the form. Your signature attests to the accuracy of each 
statement and provides the factual basis upon which the DAEO must rely in approving the 
award under the gift regulations in the Office of Government Ethics (OGE) Standards of 
Ethical Conduct, 5 C.F.R. § 2635.204(d). In particular, your affirmative assurance that 
Statement 2 in Part II of the form is correct will be determinative. Because the legal 
standard in Statement 2 requires some explanation in order for you to answer factually, this 
memorandum will outline the factual background, explain in detail the legal requirements 
governing acceptance of awards, and analyze the options thereunder. 
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Factual Background 


The Dickson Prize in Medicine was established in 1969 by the Estates of Joseph E. Dickson, 
M.D., and Agnes Fischer Dickson to be awarded to the person in the medical field "who has 
been judged by the University of Pittsburgh ... to have made the most progress [in the 
United States] for the year in question." The will of each individual provided for the 
creation of a testamentary trust, the corpus of which was to be invested by the Mellon Bank, 
as successor trustee, and one-half of the annual income distributed to the prize recipient. 

(The prize currently carries a stipend in the range of $30,000.) By court order in 1987, the 
respective trusts were combined into a single trust denominated the Dickson Foundation, 
which, according to the trustee, is exempt from federal income tax under Internal Revenue 
Code section 501(c)(3) and qualifies as a private foundation under section 509. 

As structured, the trustee maintains an investment account, the profits of which are disbursed 
at the direction of the University of Pittsburgh. The Dean of the School of Medicine 
appoints a selection committee. Nominations are solicited from faculty members and, 
optionally, from previous awardees. The committee makes written recommendations to the 
Dean, detailing the procedures to which the committee adhered in the decision process and 
providing justification for the selection. The formal invitation is tendered by the President of 
the University. 


Legal Authorities 

Prizes that reward federal employees constitute items of value that must be subjected to 
scrutiny under specific statutory and regulatory rules. Subject to certain exceptions, a 
criminal provision, 18 U.S.C. § 209, prohibits both the offer and acceptance of salary 
supplementation from non-federal sources as additional compensation for the services 
rendered by federal employees to the Government. The Department of Justice has 
consistently held, however, that the statute "applies only to payments made or received with 
the intent to compensate for Government services and that the requisite intent cannot be 
inferred from the bestowal upon a Government official of a bona fide award for public 
service or other meritorious achievement." See OGE Informal Advisory Opinion (OGE Op.) 
92 X 7; OGE Op. 83 X 11 (and Department of Justice opinion letters cited therein at 
footnote 2). 

A civil statute, 5 U.S.C. § 7353, prohibits any federal employee from soliciting or accepting 
anything of value from persons or entities defined as prohibited sources of gifts, subject to 
such reasonable exceptions as the supervising ethics office for the executive branch deems 
appropriate. The Office of Government Ethics implemented this statute in the Standards of 
Ethical Conduct at 5 C.F.R. Part 2635, Subpart B. 

Under the regulations, the basic rule is that a federal employee shall not, directly or 
indirectly, solicit or accept a gift; (1) from a prohibited source; or (2) given because of the 
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employee’s official position. Prohibited sources are defu^ as any person or entity which: 

(1) Is seeking official action by the employee’s agency; 

(2) Does business or seeks to do business with the employee’s agency; 

(3) Conducts activities regulated by the employee’s agency; 

(4) Has interests that may be substantially affected by the performance or 
nonperformance of the employee’s official duties; or 

(5) Is an organization a majority of whose members are described [above in lines 
(1) through (4)]. 

5C.F.R. § 2635.203(d). 

Awards from most types of prohibited sources can be accepted, however, under certain 
conditions. The regulations provide, in peninem part, as follows: 

Gifts with an aggregate market value in excess of $2(X) and awards of cash or 
investment interests offered by [a person who does not have interests that may be 
substantially affected by the performance or nonperformance of the employee’s 
official duties] as [bona fide] awards or incidents of [bona fide] awards that are given 
for [meritorious public service or achievement] may be accepted upon a written 
determination by an agency ethics official that the award is made as part of an 
established program of recognition: 

(i) Under which awards have been made on a regular basis or which is funded, 
wholly or in pan, to ensure its continuation on a regular basis; and 

(ii) Under which selection of award recipients is made pursuant to written 
standards. 

5 C.F.R. § 2635.204(d)(1). However, as the above language indicates, awards may not be 
accepted from prohibited sources that have interests that may be substantially affected by the 
performance or nonperformance of an employee’s official duties. 


Analysis 

Based on information provided by the University of Pittsburgh, the Dickson Prize in 
MediciiK clearly satisfies the criteria for a bona fide award for meritorious public service or 
achievement made as part of an established program of recognition. However, the prize may 
not be accepted if the offeror is a person or entity which has interests that may be 
substantially affected by the performance or nonperformance of the official duties assigned to 
the position of National Cancer Institute (NCI) Director. 
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In order for you to exclude this possibility (and, thus, be able to check the block on Pan II 
of the Award Review Form indicaiing that Statement 2 is correct), we must first identif>' the 
offeror. For these purposes, I must conclude that the award is being tendered by the 
University of Pittsburgh. Although the tmsi that generates the stipend incident to the award 
may have a separate legal existence, this "foundation" has no independent officers, but rather 
a trustee whose sole function is investment of the corpus. Moreover, the selection of the 
award recipient and the disposition of the trust annual income, which are akin to exercising a 
power of appointment, are controlled by the University. Indeed, invitations to past award 
ceremonies refer to the Dickson Prize as being "awarded annually by the University of 
Pittsburgh." To conclude otherwise would elevate form over substance. 

Therefore, in order to accept the award, you must assure that the University of Pittsburgh 
has no interests that may be substantially affected by the performance or nonperformance of 
your official duties. In interpreting this regulatory test, one might argue that, as a 
component head, you cannot accept awards from any entities that have business before the 
organization you administer. This is simply not the case. To interpret the regulation in this 
manner would mean that virtually any prohibited source would be an impermissible donor. 
Thus, a provision which purports to provide an exception to the ban on gifts from prohibited 
sources would, in effect, only restate the basic rule ^at an employee cannot accept a gift 
from a prohibited source. To give meaning to this provision in a manner that does not lead 
to absurd results, it is clear that an entity that "has interests that may be substantially affected 
by the performance or nonperformance of the employee’s official duties" is a special type of 
prohibited source, i.e., one that poses potentially severe appearance problems, not one that 
merely is seeking official action by, does business or seeks to do business with, or conducts 
activities regulated by your agency. See 57 Fed. Reg. 35005, 35017-18 (August 7, 1992) 
(limitations on awards from persons affected by the employee’s duties added to ethics 
standards to deal with appearance problem). 

In assessing whether the award donor is the special type of prohibited source, the regulatory 
test focuses on several inquiries. First, keying on the present tense verb "has," we must ask 
whether, at the time of the acceptance of the award, the offeror presently has any interests 
arising out of pending controversies or other matters, beyond the general fact that the entity 
receives grants or contracts or is regulated by the agency. In essence, the test has a temporal 
qualifier; timing is a significant factor. Compare 5 C.F.R. § 2635.204(d)(2) (honorary 
degree from a university may be accepted if the timing of the award of the degree would not 
cause a reasonable person to question the employee’s impaniality in a maner affecting the 
institution). MorTOver, the rule suggests a bright line, snap shot focus on the situation at the 
time of acceptance of the award. If the offeror had pending matters in the past and may 
have them in the future, then the offeror is simply a "garden variety" prohibited source from 
which bona fide awards may be accepted. The rule forbids such awards in circumstances 
where there is "something on the official’s plate," e.g., where grant application papers are 
on the desk for approval, or allegations of impropriety have arisen and the official must 
decide to order an investigation. Similarly prohibited would be awards tendered when the 
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official knows, or has reason to believe, that such matters are pending elsewhere in the 
agency, but will reach his "in-box" in the reasonably foreseeable future. On the other hand, 
mere speculation that such matters might arise is insufficient to bar the award. 

The next inquiry involves the scope of the anployce’s official duties. Does the position 
description normally encompass handling the types of matters that are pending? For 
example, is final sign-off on a pending grant application delegated to another agency official? 

Finally, the test inquires whether the exercise of the official duties assigned to the position 
would substantially affect the identified pending interests of the offeror. For example, 
ministerial acts carrying out decisions mandated by law or effecmating completed decisions 
made by others or rendered prior to tender of the award might not deemed by themselves to 
have substantially affected the resolution of a pending matter. On the other hand, serving as 
the final deciding official, no matter how perfhnciory' the review, would be of significance to 
the matter. Moreover, in order to "substantially affect" the offeror’s interests, an employee’s 
duties must have more than a de minimis impact on the interest involved. For example, a 
decision on a general regulation that modestly increases paperwork for all grantees might not 
have a substantial impact on any one grantee, depending on all the circumstances. 

You will need to apply this interpretive guidance to your own simation. I have not been 
apprised of any pending matters involving the University of Pittsburgh that would be 
disqualifying in your case. The University of Pittsburgh most likely receives grants from 
NCI; but unless there is a specific grant application or performance controversy pending, and 
you would normally be involved in approving or deciding the matter, this fact would not 
preclude receipt of the award. I am aware of the recent senlement of the lawsuit filed by 
Dr. Bernard Fisher against the University of Pittsburgh and NCI. but have been advised that 
any outstanding obligations under that agreement flow only from NCI to Dr. Fisher and from 
the University to Dr. Fisher respectively. I understand that, for purposes of administrative 
convenience, the University cut one check to Dr. Fisher which included both the University’s 
own financial obligation to Dr. Fisher under the settlement agreement as well as attorneys’ 
fees which the federal defendants agreed to pay to Dr. Fisher. The University will be 
entitled to reimbursement for its having advanced the federal defendants these funds. I do 
not know if the reimbursement check has been paid; but in any event, I do not view this as a 
pending matter that you can affect substamially, but rather a routine, and already approved, 
transaction to be handled by funds disbursement officials. 

If the award is approved and matters requiring your panicipaiion subsequently arise involving 
the University, the ethics rules would not require you to decline the honor. However, during 
the period between acceptance of the award and the later of the award ceremony or the final 
receipt of all monetary items associated with the award (including the stipend and any travel 
reimbursement), you must adhere to the recusal obligations specified in 5 C.F.R. 

§ 2635.502(a)(1). Specifically, you would be deemed to have a "covered relationship" with 
the University of Pittsburgh for the duration of any period during which financial obligations 
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to you remain outstanding. Section 502 require that, under circumstances where a 
reasonable person would question your impaniaiiiy, you must disqualify yourself from 
participation in any particular matters involving specific parties in which the University of 
Pittsburgh is a party or represents a party to the matter. 


Conclusion 

Based on information provided to me, and assuming that you answer affirmatively Pan 11. 
Statement 2, of the Awards Review Form, the University of Pittsburgh presently would not 
appear to have any extant matters that would require your participation in a manner that 
would substantially affect its interests. In order to approve the award, I will need your 
assurance that my understanding is correct. Please complete the attached form and forward 
the original to my attention at Room 710-E Humphrey Building, 200 Independence Avenue, 
SW, Washington, DC 20201. If you should have any questions, please call me at 
(202) 690-7258. 

Attachment 


ooooso 
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Prepared by: OGC/ErHICS:ems:klausner.mem:10/7/97 

Subject Matter: Awards and Honorary Degrees; Gifts 
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February 18, 2004 


Direct Pax- 412/392-5566 


Alan Gailblai, Bsq. 

GeMral Counsel VIA FAX & US Mail 

University of Pittsburgh 
1710 Cathedral of Learning 
Pittsburgh, PA 15260 

RE: Bemani Fisher. M.D. v. Universirv of Pittsburgh, et al 


Dear Alan: 

We have now thoroughly reviewed our case files in reference to the above matter incidental to the requests set 
forth in Congressman Greenwood’s letter dated 2/2/04 directed to Chancellor Nordenberg. 

We have summarized below our responses referencing each of the questions addressed in Congressman 
Greenwood’s: 

1) a) The U.S. Goveizunenx did not contribute any more money towards the Fisher case settlement beyond the 

$300,000; 

b) To our knowledge the $300,000 paid by the U.S. Government did not in any way result from any 

reallocaiion of nor substracdon from any Nffl or NCI grant, contract or other funds for the University of 
Pittsburgh; 

2) There are no records in our files, nor do we have any recollection of any reference whatsoever to a 
Dickson Prize in Medicine [nor any other prize or award]; 

3) After searching all case records - including those dated between 8/1/95 and 8/27/97 - no records or 
documents have been covered which relate or refer to any communication between the University of 
Pittsburgh and NCI or NTH relative to any litigation involving Dr. Fisher. 

Please do not hesitate to contact us further if you should have any additional questions. 

Thanks kindly. 


Sincerely. 


Wilbor McCoy utio 


WMO;bg 

Enclosure 


NOTE : We have also enclosed herewith a copy of the 2/2/04 letter with my responses to 
each of the questions hand noted. 
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From: Siobodin, Alan 

Sent: Friday, May 14, 2004 3:49 PM 

To: Washington. Ann; Hemard, Casey; Nelson. David; McNiece, Jessica 

Subject: FW: draft recommendations 


— Original Message 

From; Flamberg, Gemma (NIH/OD) [maiito:FlamberG@OD.NIH.GOV] 

Sent: Friday, May 14, 2004 3:20 PM 

To; Slofaodin, Alan 

Cc; Smoionsky, Marc (NIH/OD) 

Subject: FW: draft recommendations 

Per your request. 


— Original Message — 

From: Gottesman, Michael (NIH/OD) 

Sent: Thursday, April 22, 2004 7:24 PM 

To: Ruiz Bravo, Norka (NIH/OD); Barros, Colleen (NIH/NIA); Kington, Raynard (NIH/OD); Skirboll, Lana 
(NIH/OD) 

Cc; Kawazoe, Robin (NIH/OD); Kutkat, Lora (NIH/OD) 

Subject: RE: draft recommendations 

Basically, yes. Advising can be to NIH grantees, non-NlH grantees, and to the University itself in a variety of 
capacities. Consulting can be contractors who work for universities In various ways. There are a variety of 
governance boards at many universities (overseers, trustees, alumni councils, etc.). 

Michael 


From: Skirboll, Lana (NIH/OD) 

Sent: Thursday, April 22, 2004 1:17 PM 

To: Gottesman, Michael (NIH/OD): Ruiz Bravo, Norka (NIH/OD): Barros, Colleen (NIH/NIA): Kington, 
Raynard (NIH/OD) 

Cc: Kawazoe, Robin (NIH/OD); Kutkat, Lora (NIH/OD) 

Subject: RE: draft recommendations 

I have been following this discussion and I agree that we may have a definition problem. What 
kinds of consulting with universities might there be: 

t/s/w 

Advising 
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Boards of trustees? 

What others? 

Lana 

Lana Skirbolh Ph.D. 

Director, Office of Science Policy', NIH 
Bldg I. Room 103 
301-496-2122 
30I-502-J759 (fax) 

Lgng_Skirbolt(^nih.goy 
— Originat Message — 

From; Gottcsman, Michael (NIH/OD) 

Sent: Thursday. 22, 2004 10:08 AM 

To: Skirbdf, lana (NlH/OD); Rui2 Bravo, Norka {NIH/OD); Barros, Colleer> (NIH/NIA); Kington, Raynard (NIH/OD) 

Cc: Kawazoe, Robin (NIH/00) 

Subject: RE; draft recommendations 

1 guess we need to be clearer about what we mean by ’'consulting" with universities. If this means giving a 
public talk and then meeting privately with various scientists to discuss science, this is the essence of 
current scientific exchange and should not be discouraged. If it means serving on a university advisory 
committee to give advice about getting NIH grants, then this is obviously a problem. Once again, the 
answer is very specific to the activity. 

Michael 


From: Kington, Raynard (NIH/OD) 

Sent: Thursday, April 22, 2004 9;52 AM 

To: Gotlesman, Michael (NIH/OD); Skirboli, Lana (NIH/OD); Ruiz Bravo, Norka (NtH/OD); Barros, 
Colleen (NlH/NlA) 

Cc: Kawazoe, Robin (NIH/OD) 

Subject: Re; draft recommendations 

Nope - re IM scientists having outside activities with academia, 1 am not talking about t/s/w with academia but 
rather consulting with universities. Re the 1 -year rule. It may have been an NIH practice and even an NIH 
rule, but it (in my mind) clearly was not consistent with OGE rules. 1 think that at the very least that 
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Raynard S. Kington, M.D., Ph.D. 
Deputy Director, NIH 
KingtonR@od,nih,gov 
301-496-7322 


Original Message 

From: Gottesman, Michael CNIH/OD)<MG,pttesman@nlh.gov> 

To: Skirbo!!, Lana (NIH/OD) <Skirbol L/S>od Itm 1 ■ od. nih.gov >: Ruiz Bravo, Norka (NIH/OD) 
<njizbran@od.nih.gov>; Barros, Colleen (NIH/NlA)<B.afTosC@nia.nih.gov>; Kington, Ravnard (NIH/OD) 
<KirigtonR@Ob.NIH.GOy> 

CC: Kawazoe, Robin (NIH/OD) < Kawa z oeR@ od.nih.gov> 

Sent: Thu Apr 22 09:32:35 2004 
Subject: RE: draft recommendations 
Raynard, 

If you are saying that our intramural scientists cannot give talks and receive honoraria from any NlH-ftinded 
universities (assuming the honoraria don’t come from NIH funds), then I must respectfully disagree. This is 
precisely the kind of activity which keeps scientists in the mainstream of current research and I believe the 
BRP wants to preserve this kind of activity, which always involves very modest honoraria. Many of these 
activities are done now as ofHcial duty, which is also fine, but this is mostly because people want to talk 
freely, in an academic, public environment, about their current work. 

With respect to the one-year rule, there was considerable trans-NlH discussion of this when it was first 
promulgated by Steve Benowiiz, including several discussions at SD meetings. This was a clear rule that 
everyone could understand and it was widely disseminated through the ICs. To say that the rule "never 
existed" would ignore this history. Virtually every intramural scientist uses this as a rule of thumb when they 
give talks as part of outside activities. 

Michael 


From: Kingtcm, Raynard (NiH/OD) 

Sent: Thursday, April 22, 2004 9:03 AM 

To: Skirboll, Lana (NIH/OD); Gottesman, Michael (NIH/OD); Ruiz Bravo, Norka (NIH/OD); Barros, 
Colleen (NIH/NIA) 

Cc: Kawazoe, Robin (NIH/OD) 


5/14/2004 
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Subject: Re: draft recommendations 

Two comments: 

1 . 1 think the BRP does not understand that in some IC's there is not a bright iine bctweem intra and 
extramural (eg, epi program at NCI). Also, 1 simply do not buy the notion that intramural scientists do not 
have greater access to the inner thiidcing of their 1C than a scientist at X university, especially schools that are 
not in the old boys network. 1 think (and I think many outside people would agree) that our IM scientists 
should not consult with universities and other institutions that are funded by us (which - correct me if 1 am 
wrong - appears to me would be allowable under their proposed rules). 

1 think that allowing IM scientists at the base of the pyramid to consult for pay with academia presents at least 
the appearance of allowing certain (wealthy presumably) schools an unfair advantage in applying for funds. 

2. They got it wrong again on page 12. Current iuIk do not allow t/s/w if the work has been completed within 
a year. Thai is a myth and they need to correct that. It was the practice in some IC's but that is not the actual 
rule. The rule is based on whether ihe subject relates to the current wortc of the employee. 

Raynard 


Raynard S. Kington, M.D., Ph.D. 

Deputy Director, NIH 
KinatQnR@od.n i h.gov 
301-496-7322 

-—'Original Message 

From: Skirboll, Lana (NIH/OD) <SkirbolL{§)pdltmj..od.nih.goy> 

To: Gortesman, Michael (NlH/OD) <MGoiiesman@nih.gov>; Ruiz Bravo, Norka (NlH/OD) 
<ruizbran@od.nih,gov>; Kington, Raynard (NIH/OD) <KingtpjtR@QD,NiH.C}pV>; Barros, Colleen 
(NIH/NIA) <BarrosC@nia.nih.gov> 

CC: Kawazoe, Robin (NIH/OD) <KawazoeR(god.nih.gov> 

Sem:Tue Apr 20 10:12:33 2004 

Subject: draft recommendations (BRP) 

ask and yee shall recieve — here are the current recommendations. Please do not share them with others. If 
you feel you must, please let me know. ] need to track who has what when. 

Lana 

Lana Skirboll, Ph.D. 

Director, Office of Science Policy, NIH 
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Bidg. I Room ]03, 9000 Rockville Pike.Bethesda, MD 20892 

30 1 -496-2 i 22 (phone); 301-402-1 759 (fax) 

Lana_Skirbp|i@ni)i,gov 
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TAB 27 


REQUEST FOR APPROVAL OF OUTSIDE ACTIVITY* 

(Ref.: HHS Standards of Conduct Regulattom) 

InltMl raquan 

O RtvluKl Raquan 

□ Renew*! 

1. NAME (Lett. First, ki/f/e// 

2. ORGANIZATIONAL LOCATION (Operating DIvIdon, Bureau. 

Division) 

T)Tf/ ffrr-f) c,sc t 

3. TITLE OF POSITION 

Situ, Of. 

A GRADE AND SALARY f'F’edemi; 

'Trru 

*5. NAME, ADDRESS AND BUSINESS OF PERSON OR ORGANIZATION 
FOR WHOM OUTSIDE SERVICES WILL BE PERFORMED 

^iOiPtiCT, frl£HTL/^f „ 

Sc-.TW itxai FtMrstC.CiS 7¥M>\ 

6. LOCATION WHERE SERVICES WILL BE PERFORMED 


7. NATURE OF ACTIVITY (IndisaU type ofacrMiy, aj.. tetchirtt. eiuuteltailve tereicet, and give fuB deterlptlon of tpecl/tt duties or urvicet to be 
performed. Specify, when possible, the scheduled days of week end hours of day proposed aetiviry wilt be performed.) 


on 

of 


&v\c| -HuvJ S . 


h>u\e>ito^ 


B. 


ESTIMATED TIME INVOUVEO 


•. PERIOD COVERED 


0(^4tobrr f, 


6. ESTIMATED TOTAL TIME DEVOTED TO ACTIVITY (If on 
beds, give estimated time per year) 


2cc-^ 


V / mciC-TV 


continuing 


C. WILL WORK BE PERFORMED ENTIRELY OUTSIDE USUAL WORKING MOURS7 

O YES ®NO IF "NO. INDICATE ESTIMATED NUMBER OF HOURS OR DAYS OF ABSENCE FROM WORK I /^F'V'nj. 

UJ,\\ l-ftlVK •4i-' ip>miL rtfeVrt't ■ 

DO YOUR OFFICIAL DUTIES RELATE IN ANY WAY TO THE PROPOSED ACTIVITY? 

□ no '*"1 


•10. IF PROVIDINO CONSULTATIVE OR PROFESSIONAL SERVICES. ARE YOUR WOULO-BE ASSOCIATES RECEIVINO OR WILL THEY SEEK, 
A GRANT OR CONTRACT FROM A FEDERAL AGENCY? 


11"° 


□ YES /Deterlbej 


11. METHOD OR BASIS OF COMPENSATION 

^FEE OhONORARIUM DpEROIEM □ PER ANNUM 
□ royalty □ EXPENSES □ OTHER /Spee(('>-J 


1J. WILL COMPENSATION BE DERIVED FROM A MH8 GRANT 
OR CONTRACT? 

^ NO □ YES (Otseribt) 


13. THIS BEQUEST IS MADE WITH FULL KNOWLEDGE OF DEPARTMENT AND OPERATING DIVISION POLICY AND PROCEDURES ON 
OUTSIDE ACTIVITIES. THE STATEMENTS I HAVE MADE ARC TRUE. COMPLETE AND CORRECT TO THE BEST OF MY KNOWLEDGE 



HH5 S20 (1/B2I 





470 


Prep&redby: Tonya Staley Fax No.: 301 - 480-0853 PhoneNo.: 301-496-8906 


request for approval of outside activity* 

1 of Conduct Regulalions + NClffilH Ruki) 

A 

Iniliai Request 

Revised Request 

Renewal 

1. NAMEfLas/./’irsr, 

LIOTTA. Lance A. Phone 

2. ORGANIZATIONAL LOCATION 

RECUSAL ON FILE 

DHHS. NIH. NCI, CCR LP. SP 

3. TITLE OF POSITION 

Chief. Laboratorv of Pathologv 

4. GRADE AND SALARY (Federal) 

602 - 6 S 125. ii5 

*5. NAME. ADDRESS AND BUSINESS OF PERSON OR ORG.ANIZATIOS 

FOR WHOM OUTSIDE SERVICES W ILL BE PERFORMED 

Carol A. Dahl, Ph.D., Biospect Inc., 

6701 Democracy Blvd. Bethesda, MD 2081 7 

6. LOCATION WHERE SER\ ICES W ILL BE PERFORMED 

6701 Democracy Blvd. 

Bethesda, MD 20817 


7. NATURE OF ACTIVITY (indicaie l>-pe of aelivity. e.g., Itachmg. consultaiive services, and give full description of specific duties or services to be perfonned. 
Specify, when possible, the scheduled days of week and hours of day proposed activity will be performed.) ALSO. anfHcr (a i. fh ), (c.t. and hi t hchw 


6-1 

Consultative services: Provide advice on public domain diagostic tesing methods applied to animal and 
human toxicology and correlation with tissue patholog}'. 

TAB 28 


Only published and publifl^tavailabie infomiaiion and data wi!! be discussed. For consulting. DHHS rules regarding eonsuiung will be observed. 
EmpioyeeCs}; (a.) is/isfroudrcl* one) a project officer: (b.) has/has no {circle one) extramural responsibilities, 

(c.) hasmS ^i^ cirele one) C^DA or MTA-CRAD.A responsibilities; 

Ld I Brancrntfifite has/ha^^ircle one) crams or contracts with this organization 

8. ESTIMATED TIME INVOLVED — 


a. PERIOD COVERED 

FROM Oct. 32, 2002 TO 


Oct. 32. 2003 


(b. E-STIMATED TOTAL TIME DEVOTED TO ACTIVITY (If on a conimuing 
basi}. give estimated time per vear) y 

/^Shrs/yepr 


• C. WORK BE PERFORMED ENTIRELY OUTSIDE USUAL WORKI NG HOU RS? IF NO. COMPLETE THE FOLLOWING: 

IXl YES [J NO i eurreniiy have 81 DA^'S ^OUR^ f unused annual leave If this request is approved, I will use the 

following lime for the aciivnv DAvS^OURS A L""' 

9. DO YOUR OFFICIAL DUTIES RELATE IN ANY WAY TO THE PROPOSED ACTIVITY? Related to professional eompeience. but not an official 
__ responsibility for use of government funds 

0 NO □ YES 


IF PROVIDING CONSULTATIVE OR PROFESSIONAL SERVICES. DO YOUR WOULD-BE ASSOCIATES RECEIVE OR WILL THEY SEEK, A GRAN 
OR CONTRACT FROM A FEDERAL AGENCY? Service.s provided will not knowingly involve, directly or indirectly, preparation of material which could 
rn I — 1 relate to any financial dealings between the outside waanizaiion and NiH 

[XJ NO LJ YES (Describe) ’ ^ ^ 


1 1. METHOD OR BASIS OF COMPENSATION 

P HONORARIUM S FEE' □ NONE (See Attached) 
D ROYALTY B EXPENSES D OTHER /Specif,) 


1 2. WILL COMPENSATION BE DERIVED FROM A DHHS GRANT 
ORco.NTRACr: 




13. THIS REQUEST !S MADE WITH FULL KNOWLEDGE OF DEPARTMENT AND OPERATING DIVISION POLICY AND PROCEDURES ON 
OUTSIDE ACTIVITIES. THE STATEMENTS I HAVE MADE ARE TRUE. COMPLETE AND CORRECT TO THE BEST OF MY KNOWLEDGE 
AND BELIEF. /Q 


14. sicnature«t:mp_lq,y5i 

Lance A. Lioa 




lb. ADDITIONAL INFORMATION ATTACHED 

YES n NO 


■ 




(1. DATE 

in-i!-0A 


■i 

APPROVAL 

J DISAPPROVAL 





SEE REVIEWING OFFICIAL COMMENTS ON REVERSE 


,DO NOT WRITE 
IN THIS BOX 


Employee has been apprai^d of the rules 
governing outside activities and use of official 
title and NIH/NCI affiliation. 


Approval Contingent on Compliance 
with Notices on Reveree Side 
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TAB 29 



October 22, 2002 

Dr. Lance Liotta 
8601 Bradley Blvd 
Belhesda, MD 20817 


Dear Lance, ' ' 

On behalf of Biospect, Inc. I am pleased to extend to you a consulting agreement. As 
you know, we consider your scientific expertise in medical diagnostic technology, clinical 
sample acquisition and stability, regulatory filings and regulatory inspections related to 
clinical pathology laboratories relying upon knowledge obtained as a Board Certified 
Pathologist with CAP laboratory certification and expertise as a biomedical engineer to 
be of great value and we believe your input could be of great assistance in our research 
and development activities. Anticipated consulting services will include teleconference 
and electronic communications, on site meetings at Company facilities, and off site 
meetings as requested including dunng normal business hours, as well as the review 
and preparation of written materials'. General consulting services that may be requested 
by the Company from time to time will relate to the Company’s research and 
development. We expect those services to average approximately 4 days per month. 

We are very enthusiastic about the /opportunity to engage your expertise through 
consulting. Please indicate your acceptance of this offer with your signature. Upon 
completion of your signature, keep b copy for yourself and return the signed onginal to 
me at: 

Biospect, Inc. I 
6701 Democrat Blvd. 

Suite 300 i 
Belhesda, MD 12081 7 

We look fonvard to working with yop. 


SincSffily, 



Carol A. Dahl, Ph.D. 
Vice President 
Strategic Partnerships 


TrtTfy a a’’) 

TOTAL P.02 
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Biospect Inc. - Home 


TAB 30 


Page 1 of 1 




amrV 


Biospect Inc. is an emerging life sdences company founded in 2002 that is developing 
identifying and assaying protein biomarker patterns. The integrated Biospect system 
consists of proprietary separations, detection and informatics technologies utilizing mli 
procedures. Biospect intends to define and detect reliable, reproducible and sensitive patterns 
distinct biological states. This capability will be targeted to improve the diagnosis and clinical 
patient health and enable new approaches to drug development. 


Proteins and peptides, which are encoded for by DNA, are the functional building blocks of I 
almost all of the necessary functions in an organism. The complement of proteins, protein 
peptides present at any specific moment in time defines who and what we are at that momen 
state of health or disease; our biological state. 


Clinical applications of patterns of biological state will impact the way disease is diagnos 
managed, leading to an improvement in health and the quaii^ of life. The Biospect system w 
foundation for the discovery and detection of patterns of proteins, protein fragment: 
that reflect and differentiate various states of health and disease. 


ATTENTION; We have moved effective 12/22/03. Our new address and contact information is c 
P3ge 
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Biospect, Inc. was fottned in 2(M)2 on the belief that the ability to define and monitor biologic 
the analysis of bodily fluids will lead to a revolution in medicine and biomedical research. Our g 
the world leader in identifying and assaying patterns that reflect and differentiate bioiogical stab 
invasive procedures. 


Currently, physicians do not possess the tools necessary to accurately predict disease states or 
patients with cancer and other diseases. Current tests for the detection, diagnosis and monitorii 
only minimaliy informative in terms of detecting the earliest stage of disease, predicting the outc 
to therapy, and identifying the earliest signs of disease recurrence. 


Biospect has assembled a world-class team of scienbsts and engineers in each of its core techn 
by an experienced management team, Biospect seeks to transform the possibilities of its t 
improved realities for patients. 


Funded by top-tier venture capital firms. Advent Venture Partners, Prospect Venture Partnere, Ve 
and Versant Ventures, Biospect raised first round funding of over $27 million, 
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Page 1 of 1 


c CD I ^ ’ 

Patterns for 


HOME 

OUR MISSION 
ABOUT US 
ADVISORS 
TOOLS & SERVICES 
PUBLICATIONS 

CONGRESSIONAL 

NEWS 

SITE GLOSSARY 


Our Mission 

The founders of Correlogic Systems, Inc. envision a world where the ability to 
detect the relationship between a few seemingly inconsequential bits of data out 
of trillions may change the future of mankind. 

Correlogic's mission is to advance the early identification of various cancers and 
other diseases, and to accelerate the new drug discovery process by applying its 
proprietary software to the development of proteomic and other biomarkers. We 
have created patent-pending diagnostic software for use by both the scientific 
research and pharmaceutical research communities and the clinical diagnostic 
market. Through licensing, joint ventures and strategic alliances, we seek to work 
with manufacturers of protein separation and sequencing tools, diagnostic kit 
manufacturers, pharmaceutical companies, the academic research community and 
others to create turn-key diagnostic systems that will revolutionize the disease 
testing and screening market. Equally important, we also provide pattern 
discovery solutions to biotech and pharmaceutical companies for use in genomics, 
molecular biology, protein sequencing, and in new drug identification and toxicity 
evaluation. 


CONTACT US 


Home I Our Mission {About Us | Tools & Services | Publications 
Congressional I News | Site Glossary j Contact Us 


Copyright © 2000-2004 Correlogic Systems, Inc. All rights reserved. 
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HOME 

OUR MISSION 

ABOUT US 

ADVISORS 

TOOLS 8. SERVICES 

PUBLICATIONS 

CONGRESSIONAL 

NEWS 

SITE GLOSSARY 

CONTACT US 


Introduction 

Correlogic Systems, Inc. Is a clinical proteomics company engaged in the 
development of tools and processes for proteomic and genomic-based clinical 
diagnostic systems and new drug discovery. Correlogic has developed a patent- 
pending, scientifically validated methodology for the early detection of various 
cancers and other diseases through the use of high throughput bioassays and 
pattern discovery software. Our technologies have a wide range of applications for 
the creation of disease diagnostic models, biomarker discovery, and new drug 
discovery processes. 

Correlogic is also a clinical laboratory regulated under the Clinical Laboratory 
Improvement Amendments of 1988, designated to perform high complexity 
testing. Correlogic has entered into agreements to provide an ovarian cancer 
testing service in cooperation with the nation's two premier diagnostic 
laboratories, Laboratory Corporation of America and Quest Diagnostics, 


Latest News... 

On April 22, Peter Levine, President and CEO of Correlogic, appeared at the 
Biomedical Marketing Association's 26th Annual Conference in Boston, MA. He 
presented "The Importance of Partnerships In Technology Development and 
Commercialization in the Diagnostics Industry: A Case Study of Correlogic 
(OvaCheck^’*)”. 

On April 19, the Philadelphia Inquirer writes about Correloglc’s work on ovarian 
cancer detection In the article. Progress From Unraveling Proteins. 

On April 14, the Miami Herald writes about Correlogic's work on ovarian cancer 
detection in the article, New Jersey Oncologist Says Ovarian Cancer Test 
May Catch Disease Early. 

The peer-reviewed journal Endocrine-Related Cancer, has accepted for 
publication "High-Resolution Serum Proteomic Features for Ovarian 
Cancer Detection", a paper co-authored by Correlogic's Chief Science Officer, 
Ben Hitt, along with researchers at NCl/FDA and others. This research, 
including the continued use of Correlogic's technology, was a further extension 
our previously reported ovarian cancer results. 

Correlogic’s poster presentation "High-Throughput Multidimensional Mass 
Spectrometry Analysis for the Detection of Early Stage Epithelial 
Ovarian Cancer; A Serum Test for Ovarian Cancer." appeared at the 
Society of Gynecological Investigation conference in Houston, TX on March 25, 
2004. The poster presented results that were 97 percent sensitive and 94 
percent specific in validation. 

February 10, 2004, Mitsui and Co., Ltd., Tokyo, Japan, makes equity 
investment in Correlogic. The companies will explore the creation of a joint 
venture in Japan. Read press release. 

On January 12, 2004, Judith Reichman, M.D., medical contributor of the Today 
Show, profited OvaCheck’", a blood test for the early detection of ovarian 
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cancer. New Tests and Therapies May Help Enhance the Lives of 
Women. View the interview with NBC's Ann Curry. 


On December 1, 2003, Peter Levine, President and CEO of Correlogic, 
addressed Rep. Steve Israel’s (D-NY) Cancer Task Force. He spoke about the 
upcoming ovarian blood test and other technology. The event was attended by 
50 representatives from cancer advocacy and support organizations, local 
government representatives and healthcare providers. 

Genome News Network covers Correlogtc’s proteomic pattern technology to 
detect ovarian cancer in its earliest stage. Diagnosing Ovarian Cancer by 
Proteomics, November 14, 2003. 


The Wall Street Journal covers Correlogic’s work on prostate and ovarian cancer 
detection. Tiny Protein May Lead To Better Screen Test For Prostate 
Cancer, November 4, 2003. 

On October 28, 2003, Peter Levine presented the latest developments on the 
ovarian cancer blood test. He spoke at LabCorp's Analysts and Institutional 
Investors Meeting • "Improving Patient Care Through Scientific and 
Technological Leadership.” 

On September 19, 2003, Peter Levine addressed the Sixth Annual Ovarian 
Cancer National Alliance Advocacy Conference in San Francisco. 


Home I Our Mission {About Us | Tools & Services ] Publications 
Congressional I News { Site Glossary | Contact Us 


Copyright © 2000-2004 Correlogic Systems, Inc, Ail rights reserved. 
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TAB 32 

EXHIBIT A 


SERVICES General consulting services that may be requested by Company from time to time 
relating to Company’s research and development and other business activities, averaging one (1) 
full day per week. Company’s research and development and other business activities are 
defined by the missions of the Company. The Company’s mission is to become the world leader 
in complex mixture analysis of biological fluids/tissues to inform the detection, diagnosis, 
monitoring and treatment of human disease through the application of proprietary separation, 
detection, and informatics technologies. 

Consulting services will relate to general professional knowledge in medical diagnostic 
technology, clinical sample acquisition, preparation, fractionation, separation, storage and 
stability, regulatory filings and regulatory inspections related to clinical pathology laboratories 
[e.g. CAP (College of American Pathologists), CLIA, GMP inspections, and 5 1 0(k) or PMA 
filings for new diagnostic tests] relying upon knowledge obtained as a Board Certified 
Pathologist with CAP laboratory certification and expertise as a biomedical engineer. 

Consulting services will also relate to general scientific expertise in diagnostic devices and 
microfluidics as applied to the analysis of protein and biological mixtures and the classification 
of biologic states through complex mixture analysis of biological fluids. Services will exclude 
protein microarrays, tissue microdissection, and serum proteomic pattern analysis using genetic 
algorithms and self-organizing maps. Services will include teleconference and electronic 
communications, on site meetings at Company facilities, and off site meetings as requested 
including during normal business hours, as well as the review and preparation of written 
materials. 

If the consultant’s name is used in the Company's public documents, it will be stated "The 
consultant is an employee of the US government and is performing this consultation as an 
approved outside activity." The Company will review the language with the consultant so that 
the description of the consultant conforms to government outside activity guidelines. 

FEES Flat fee of $5,000 per month, payable within 7 days after timely completion of service 
required that month, averaging 2 days per month. Consultant may be asked to provide 
documentation of hours of service. 

EXPENSE REIMBURSEMENT Limited to (I) required, reasonable telephone expenses and 
long distance coach class (or equivalent) travel (transportation, lodging and meals) authorized in 
writing by company in advance, and (2) payable only 30 days after itemized invoice (and 
delivery of receipts). 

INVOICES Ail invoices and receipts should be submitted to: 

Dan Miller 
Biospect, Inc. 

Vice President, Finance and Administration 
951 Gateway Blvd. 

South San Francisco, CA 94080 
650-952-4350 x 100 (phone); 650-952-091 1 (fax) 


GDSVF&HV468272.3 


5 
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TAB 33 


141031 


Print at: Tuesday, May 04, 2004 12:39:04 PM 
Host: Sl-WILSON-l 
Uset; WilsonM 



Hrs/days this S20: 192 hre/yr Other 5208 Yes X No □ Total 520 Hrs/daya: 296 
Humanaa Press • Editor 

CRADAs hi imainediate area? Yes X No □ 

Dr. Liottft was C31ADA PI on the NCI-FDA-Correlogic Systems, Inc. CRADA 01403 eiqjired 
4>3/2004 (c<^y oof COI analysis and CRADA documentation attached) 

Money earned too Date: $49,375 consulting fees - proposed annual rate of $39,000 or 
$3250/mondi 

Of^ania^tion Sunbsidiary Involvement Yes □ No X 

Official BusineNt j^elatednesB? Biospect and Correlogics do business in the same area, 
however, Dr. Liootta’s consultation was limited per agreement with Dr. Barrett so tiiat hfs 
consultation did nnot overlap witii his official duties- this a very technical distinction. 

Recommended Based on legal analysis of an activities certified by the scientific director 

to be different fiom official duties of the enqiloyee titis limited 
consultancy should be recommended, but it is a managmnent decision as 
to any t^ipearance of conflict of interest diat q}proval will continue to 
raise. 
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TAB 34 


May 14, 2004 


Public Health Service 


National Institutes of Health 
Bethesda, Maryland 20892 


The Honorable James C. Greenwood 
Chairman, Subcommittee on Ov^ight 
and hivestigations 

Committ^ on Baei^ and Commerce 
House of Representatives 
2125 Rayburn House Office Bmlding 
Washington, D.C. 20515 

Dear Mr. Greenwood: 

As you know, I share your concerns that prior to February of this year, NTH employees, other 
than those who file public financial disclosure reports, t^^re not required to fiilly t^lose the 
compensation amounts of outside activities with phaimaceutical and biotechnology companies. 
As I testified before the Subcommittee on Oversight and Investigations May 12, 1 believe the 
NIH ethics program lacks sufficient transparency and disclosure. I have been working wifii the 
Subcommittee, the Office of General Coun^l at the Department of Health and Human Services 
(HHS) and the Office of Government Ethics (OGE) to rectify fiiis problem. 

With the assistance of HHS, OGE approved our request on February 6, 2004, to require all 
Institute and Center Directors, Deputy Directors, Scientific Directors, and Clinical Directors to 
file public financial disclosure reports. Recently, we submitted a second request to OGE to 
require senior scientists and managers occtqjying 500 additional positions to file public 
disclosure i^orts. This increase in the number of public financial disclosure filers will 
significantly add to the level of transparency within the NIH ethics program. 

I have also worked witii HHS to resolve issues related to the Subcommittee’s request for the 
compei^tion amounts connected to consulting arrangements between NIH employees and 
industry. We have been able to strengthen our ethics program by requiring all NIH employees, 
regaidless of their position or salary,- to provide consulting compensation amounts for current and 
future activities. These amounts were provided to the Subcommittee on March 19, 2004. But 
the collection of compensation amounts for past, closed activities was considered an action tiiat 
could raise Privacy Act considerations, and I was advised tiiat this could put the Federal 
Government at riric of litigation. Therefore, we initially proceeded to request the amounts on a 
voluntary baris. 

In light of the insufficient response to the voluntary requests for information, again working with 
the Office of General Counsel at HHS, I have determined that the need of Congress to Irave this 
information, NIH’s need for the information as it works to propose new or to revise existing 
policies and procedures, and the public interest in general, override tiie litigation risks involved 
in the mandatory collection of consulting compensation amounts. Therefore, I will instruct all 
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employees who had consulting arran^ments since January 1, 1999, that are now closed to report 
the compensation amounts received pursuant to die consulting as a requirement and condition of 
dieir employment. These amounts will be provided upon coliectioh to the Subcommihee, 
pursuit to the Subcommittee’s request of December 8, 2003. 

I hope this satisfies the Subcommittee’s concerns regarding this matter. Please contact me if you 
Imve any additional question or concerns. 

Sincerel y, 

Elias A. Zerhouni, M.D. 

Director 
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MEMORANDUM 


@002 


TO; IC Director 

FROM: NIH Deputy Director and 

NIH Deputy Ethics Counselor 

SUBJECT: Changes to Outside Activity and Award Approval Process 

On January 1 8, 2004, Dr. 2!erhouni issued a memorandum regarding changes in die NIH 
Ethics Program which I forwarded to you in an e-mail message of the same day. The 
memorandum explained that I was appointed as the NIH Deputy Ethics Coin^elor 
(DEC), and as such, was given the actional DEC responsibilities for die 1C Deputy 
Directors, Scientific Directors, Clinical Directors and Extramural Dir^^rs (those 
officials in the extramural program who report directly to die IC Director). I, as die NIH 
DEC, will continue to serve as the DEC for the IC Directors. The memorandum also 
discussed the newly established of the NIH Ediics Advisory Committee (NEAC). I now 
write to explain in more depdi the process for submission and approval the NEAC 
of ou^de activities and awards. 

As you are aware, Dr. Zerhoimi pledged to review all outside activities of NIH 
em^oyees. To dial end, all ongoing activities must be reviewed to determine if, 
consistent with applicable statutes and regulations, NIH employees should be allowed to 
continue to engage in these activities. AccoMingly, all activities that fall within the 
NEAC’s jurisdiction must be submitted to the NEAC for its review and recommendation. 
Based upon the NEAC’s review, I, as the NIH DEC, will decide if the activity should 
continue. Furdiermore, all odier activities must be reviewed at die 1C level. The 
employee’s supervisor and the IC DEC togefoer will detennine whether or not the 
employee may continue to engage in the activity. Last, as explained below, the NEAC 
has jurisdiction over requests for approval of awards. These should be submitted to the 
NEAC for its consideration, where appropriate. 

As outlined in Dr. Zeihouni’s January 18 memorandum, the following activities and 
awards falls within die NEAC’s jurisdiction: 

1) NEAC will provide supervisory review and, if appropriate, approval for all outside 
activity and award requests submitted by appointed or acting NIH OD Senior StaH 
and IC Directors. The NIH DEC will serve as the final arbiter of these requests. 

2) I^AC will advise the NIH DEC on all outside activity and award requests 
submitted by 1C Deputy Directors, Scientific Directors, Clinical Directors, and 
Extramural Directors. The NIH DEC will serve as foe final arbiter of these requests. 

3) NEAC will ^vise foe NIH DEC in relation to requests submitted by any other NIH 
employee as follows: 
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• requeste to accept awar(b firom non-govemmental sources tiiat include a cash 
paymrait and/or travel reimbursement equal to or in qxc&ss of $2,500; 

• any outside ^tivity request involving a biotechnology or pharmaceutical 
company, 

• any outside activity request dtat involves total anticipated compensation in excess 
of $ 1 0,000, or which is expressed as a future income stream; 

• any outside activity for which payment will be, entirely or in part, in die ftum of 
stock, stock options, or odier equity position. 

Please submit to die NEAC for its review a new outside activity approval packet for any 
outside activity in which you are cunently engaged and wish to continue. Also, pl^e 
inform your stoff that diey must submit new outeide activity ^i|noval packets to either 
die l^AC (through the IC DEC) if the activi^ fells widiin die NEAC 's jurisdiction, or to 
their supervisors and the IC DEC in order to continue widi the activity. Failure to timely 
obtain new approvals for the activities will result in die cancellation of the previously 
obtained approvals. The attached memorandum may be used by you to inform your sfeff 
of die changes to the outside activity and award ^jmival process. It details the NBAC’s 
jurisdiction, die deadline for submissions to the NI^C or die IC for ongoing acdvid^, 
and what information must be presented ^en seeking ^proval of ongoing or new 
oufeide activities, or awards. 

Please contact me if you have any quesdons. 


2 
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MEMORANDUM 


TO: IC Enqiloy^s 

FROM: IC Director 

SUBJECT; Procedure for Review of Ongoing and New Outeide Activiti^ and Certoin 

Awards 

As you know, outside activities in which NIH employees engage and certain awards givesn to 
NIH employees have recently received signif cant media and Congressional att^tion. To assure 
that these activiti^ in no way negatively affect our mission to advance the public healdi, we are 
reviewing all ongoing outside activities, and subjecting some activities and awards to heightened 
review by the newly established NIH Ethics Advisory Committee (NEAC). I write to explain the 
NEAC’s jurisdiction and the procedures for submitting requests for of ongoing or new 

outoide activities, and certain awards. 

The NEAC has the following responsibilities and authority: 

1) NEAC will provide supervisory review and, if appropriate, apinoval for all outside activity 
and award requests submitted by appointed or acting NIH OD Senior Staff and IC 
Directors. The NIH DEC will serve as the final arbiter of these requests. 

2) NEAC will advise the NIH DEC on all outside activity and award requests submitted by 
IC Deputy Directors, Scientific Directors, Clinical Directors, and Extramural Directors. 

The NIH DEC will serve as tiie final arbiter of these requests. 

3) NEAC will advise the NIH DEC in relation to requests submitted by any other NIH 
employee as follows: 

• requests to accept awards from non-governmental sources that include a cash payment, 
and/or travel reimbursement equal to or in excess of $2,500; 

• any outside activity request involving a biotechnology or pharmaceutical company; 

• any outside activity request that involves total anticipated compensation in excess of 
$10,000, or which is expressed as a future income stream; 

• any outside activity for which payment will be, entirely or in part, in tiie form of stock, 
stock options, or other equity position. 

The attached documents entitled “NIH Ethics Advisory Committee," and “Activity Requests 
Subject to the NIH Ethics Advisory Cornmittee (NEAC) Jurisdiction" provide additional 
information. 
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As explained more fully below, you are required to provide specific infonnation wifii respect to 
compcaisation if you wish to continue an outside activity or have a new activity considered for 
£^roval. Therefore, please comply widi the following deadlines for review of ongoing and new 
outside activities: 

• 1) For ongoing activities, submit packets through supervisory channels to die IC DEC no 
later than Tu^day, February 17, 2004; and 

• 2) For new outside activities, submit packets through supervisory channels to the IC DEC 
at least six weeks in advance of the anticipated start date of the activity. 

If your activity is scheduled to occur prior to February 17, contact your IC DEC immediately for 
expedited review of the outside activity packet 

You should follow the already-established IC process for outside activity approval. That is, foe 
IC Program Staff is available to help you with preparing foe packet and foe IC Ethics Staff is 
available to advise on foe appropriateness of any undertaking. Your supervisor must still 
^rove foe activity and the IC DEC must review it before foe packet is forwarded to foe NEAC. 
(If foe activity does not fall within foe NEAC’s jurisdiction, foe activity will be reviewed and 
approved by your supervisor and IC DEC.) Once supervisory approval is obtained and foe IC 
DEC review is completed, foe IC DEC will forward those activities foat foil under foe NEAC’s 
jurisdiction to foe KEAC for action. 

The following information must be submitted if you desire to have your request for approval 
considerod or continued: 

• HHS Form 520. This Form must now include information about foe amount and Ope 
(c.g., cash, stock, or stock options) of income, conpensation, fees, remuneration, 
expenses, or reimbursement foat is to be received in connection wifo foe ongoing or 
proposed activity. In addition, you must include, retrospectively, the cumulative amount 
of any income or other monetaiy receipts (including foe type or method of payment) foat 
was received by you fiom the outside source in connection with the ongoing activity for 
the past 5 years. We have been infonned by foe HHS Designated Agency Ethics Official 
that failure to provide foe required information with repect to foe amount and type of 
compensation will require foe NIH DEC to cancel foe ongoing outside activity or deny a 
request to begin a new one. The compensation information should be supplied in ‘Ttem 
Number 17" on foe reverse of foe HHS Form 520. Also, when reporting foe period 
covered by the activity, foe date in box 8a of foe Form 520 should reflect foe date 
the activity originally started. 

• NTBT Supplemental Information sheet to the HHS Form 520. This suppl^ental sheet 
must include a thorough answer to question 3, "Explain how foe proposed outside activity 
is different from the scientific activities performed as part of your official duties." 


2 
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• NEH Form 2657. lliis form must be completed by the employee and signed by the 
outside organization, where applicable. 


• Invitatioii Letter from Outside Organization. Additional information diat describes 
die activities and/or die organization maybe included as well. 

• Your PD or Billet, ff you do not have a current PD or billet, please include a detailed 
explanation of your current job responsibilities. 

Please note that any packet ilat is not complete will be returned, and approval will be held in 
abeyance until tiae packet is properly completed and the review can be performed. 

If your request involves an already approved activity, you may reuse the previously submitted 
documents as long as all the required information is included, i.e., amend the previously 
submitted outside activity packets to include compensation information. You must, however, 
resign and redate the HHS Form 520. 

If you have any questions, please contact [name], [IC name] DEC. 
cc: [name], [IC name] DEC 
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NIH ETHICS CONCERNS: CONSULTING 
ARRANGEMENTS AND OUTSIDE AWARDS 


TUESDAY, JUNE 22, 2004 

House of Representatives, 

Committee on Energy and Commerce, 
Subcommittee on Oversight and Investigations, 

Washington, DC. 

The subcommittee met, pursuant to notice, at 10 a.m., in room 
2123, Rayburn House Office Building, James C. Greenwood (chair- 
man) presiding. 

Members present: Representatives Greenwood, Bilirakis, 
Stearns, Walden, Rogers, Barton (ex officio), DeGette, Schakowsky, 
Waxman, and Dingell (ex officio). 

Staff present: Alan Slobodin, majority counsel; Mark Paoletta, 
majority counsel; Ann Washington, majority counsel; Casey 
Hemard, majority counsel; William Harvard, legislative clerk; 
David Nelson, minority investigator and economist; and Jessica 
McNiece, minority staff assistant. 

Mr. Greenwood. The subcommittee will come to order. 

The Chair welcomes our first panel and recognizes himself for 
the purposes of making an opening statement. 

Good morning. This is the third hearing the subcommittee has 
convened about NIH ethics concerns. Two earlier hearings were 
held last month, in particular the subcommittee has focused on 
consulting arrangements and outside awards because of the legiti- 
mate important and well recognized public interest in controlling 
conflicts of interests. 

As the United States Supreme Court noted in its 1990 opinion 
in Kramden v. United States restrictions “designed to prohibit and 
to avoid potential conflicts of interest in the performance of govern- 
mental services are supported by the legitimate interests in main- 
taining the public’s confidence in the integrity of the Federal Serv- 
ice.” 

Without appropriate controls on conflicts of interest, the Office of 
Government Ethics has stated “The public’s confidence may be seri- 
ously compromised where circumstances suggest public servants 
are using their positions for private gain.” 

As Dr. Elias Zerhouni, Director of the NIH has said, the NIH’s 
“public health mission is too important to have it undermined by 
any real or perceived conflicts of interest.” 

Our previous two hearings established widespread agreement 
that the NIH ethics program needs strengthening. At the first 
hearing on May 12 the NIH Blue Ribbon Panel on Conflict of Inter- 
est Policies presented it report and recommendations. Dr. Elias 
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Zerhouni testified about actions taken in response to concerns 
about NIH’s management of conflict of interest. 

At the second hearing on May 18 the subcommittee highlighted 
two cases illustrating conflicts of interest concern arising from con- 
sulting agreement and lecture awards. The example of a consulting 
agreement we examined to highlight the issue is the case of Dr. 
Lance Liotta of the National Cancer Institute, Dr. Manuel Petricoin 
of the FDA and their arrangement with Biospect, a south San 
Francisco life sciences company. 

The subcommittee was concerned that Dr. Liotta and Dr. 
Petricoin, the leaders for the U.S. Government in a cooperative re- 
search and development agreement known as CRADA with 
Correlogic Systems, Inc. of Bethesda, Maryland were allowed to 
work as paid consultants for Biospect, a company in the same filed 
as Correlogic. 

The example we used of an outside award focused on the cir- 
cumstances surrounding the decision to allow Dr. Richard Lausner, 
then the Director of the National Cancer Institute, to receive the 
1997 Dixon Prize in Medicine from the University of Pittsburgh. 
We learned that the hearing that the concerns of the NCI ethics 
officer were disregarded and HHS ethics attorneys were pressured 
to allow Dr. Klausner to accept the prize and a check for $40,000. 

The award was also of concern because it was offered at a time 
when the University of Pittsburgh was both a recipient of NCI 
funding as well as a party to a recently settled lawsuit in which 
both the NCI and the university were codefendants where Dr. 
Klausner had approved the use of $300,000 funding NCI as a por- 
tion of the payment in that settlement. 

At today’s hearing, the subcommittee will hear testimony and 
present information that will provide more insight and greater de- 
tail about the NIH ethics concerns on consulting arrangements and 
outside awards. 

In addition, the subcommittee will hear testimony and examine 
new actions and restrictions proposed by Dr. Zerhouni aimed at 
strengthening the NIH ethics program. 

With respect to consulting arrangements, the subcommittee has 
been compiling information provided both by the NIH and a num- 
ber of drug companies about the financial details of deals that oc- 
curred over the last 5 years. The task has proven to be enormous. 
It took several months for the NIH and HHS to find a way to pro- 
vide these financial details in the first place. Without a preexisting 
data base, NIH in responding to the committee’s request has had 
to rely on each of its 27 institutes and centers to provide informa- 
tion on the agreements. This has also led to problems of accuracy 
and reliability. 

More significantly, information received from the drug companies 
has revealed a significant number of troubling discrepancies. So far 
the committee staff has identified about 100 situations in which 
the drug company reported a consulting agreement, but the NIH 
did not include the agreement in the data given to the committee. 
This is essentially disturbing given that the committee sent request 
letters to only 20 of the companies that had the most agreements 
out of hundreds of companies on the NIH lists. One hundred is a 
significant number from such a subsample of 274. 
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Consider this example. Pfizer provided information showing that 
Dr. Trey Sunderland of the National Institute of Mental Health 
had heen paid over $517,000 in fees honoraria and expense reim- 
bursement in connections with consulting activities for the period 
1999 to the present. So far, however, NIH has reported to the com- 
mittee that there are no outside activity request forms covering Dr. 
Sunderland’s activities, nor are these financial details accounted 
for in his financial disclosure reports. 

Pfizer has also reported that Dr. Sunderland’s associate, Karen 
Putman of the NIMH was paid $64,000 in consulting fees and re- 
imbursement from 2001 to 2004. Some of these fees were for assist- 
ing Pfizer in its program to study biomarkers of neurological dis- 
ease. Once again, NIH has no outside activity request documents 
accounting for this activity. In fact, NIH has confirmed that Dr. 
Sunderland instructed Dr. Putnam not to clear these activities. 

These so called outside activities appear related to their govern- 
ment work. Dr. Sunderland and Dr. Putnam in their capacities at 
NIMH published a major study in 2003 on the value of potential 
markers for identifying people with Alzheimer’s Disease. 

These discrepancies between information provided by the drug 
companies and the NIH and this example raise the specter of a 
substantial number of outside drug company and biotechnology 
consulting agreements involving NIH scientists, which were not 
even reported or submitted for clearance at NIH. Because of the 
grave concerns this presents, the subcommittee will further inves- 
tigate these agreements that were not reported to the NIH. As a 
result, the subcommittee is not yet in a position to release the list- 
ing of the NIH consulting agreements today. 

The concern that there is a substantial number of outside deals 
that are conducted in total secrecy even from the NIH is not im- 
plausible. For example, the committee has recently learned that 
Dr. Alan Moshell, Skin Diseases Branch Chief and Program Direc- 
tor of the National Institute of Arthritis and Musculoskeletal and 
Skin Diseases, was retained as an expert witness reportedly at a 
rate of $600 per hour in a number of private product liability law- 
suits involving the drug, Accutane, which is used to treat severe 
acne. HHS and NIH have reported to the committee that Dr. 
Moshell did not file outside activity request forms for these activi- 
ties, even though HHS and NIH acknowledge that Dr. Moshell 
should have disclosed these activities to NIH and should have filed 
an outside activity request separately for each expert-witness activ- 
ity to obtain approval. In 1985, Dr. Moshell filed an outside activity 
request and obtained approval to conduct clinical practice as a der- 
matologist. This request form did not specifically cover service as 
an expert witness, but Dr. Moshell has indicated that he did not 
believe that a specific request form was needed for that purpose. 

In addition to these new concerns on outside activities, the sub- 
committee has also learned of additional information about the 
case study involving Dr. Liotta, Dr. Petricoin, and their outside 
agreement with Biospect while working on the Correlogic CRADA. 
We will hear about this new information later. But let me provide 
one example of our concerns. 

At the May 18 hearing. Dr. Liotta testified under oath that his 
work at Biospect had been “placed on hold” since February 2004 



490 


pursuant to Dr. Zerhouni’s directive that all existing consulting re- 
lationships with pharmaceutical or biotechnology firms be stopped 
and resubmitted to the newly created NIH Ethics Advisory Com- 
mittee known as (NEAC) for review and input, before such activi- 
ties could be reapproved, if appropriate. 

Further, Dr. Liotta confirmed his activities with Biospect were on 
hold in response to the following e-mail from the NIH Ethics Direc- 
tor, Holli Beckerman Jaffe, dated May 5, 2004: “Please also confirm 
with him that while he has not received any payments since Feb- 
ruary (in other words, he was last paid in February), he has not 
consulted with Biospect since February; the arrangement has been 
put on hold until he receives approval from Dr. Kington. I know 
I’m beating a dead horse, but I want to be very clear on the facts. 
It’s in the best interest that we have all the facts and no uncer- 
tainty.” 

The subcommittee has now recently received records from 
Predicant Biosciences, the new name for Biospect. These records 
show that Dr. Liotta received and cashed checks from Biospect 
dated March 1, April 1, and May 1, 2004. These transactions all 
occurred during the period that Dr. Liotta claimed that the 
Biospect agreement was “on hold.” 

Although the subcommittee will not be releasing the consulting 
agreements listings at this time, we will be releasing information 
pertinent to consulting arrangements and outside awards. That in- 
formation includes statistical information about: The activities of 
the NEAC, use of Title 42 authority, and the list of the 77 sci- 
entists who appeared on the NIH consulting agreement list who 
are also principal investigators on CRADAs. 

I ask unanimous consent to put the binder of hearing documents, 
including this information, into the record. Without objection, it 
will be included in the record. 

On the issue of lecture awards, the subcommittee is releasing the 
list of awards that NIH provided to the committee and identified 
as responsive to our request for information on “lecture awards.” In 
addition to the lecture awards list, the subcommittee has identified 
additional issues in connection with award approvals for Dr. 
Klausner. For example. Dr. Klausner as the Director of the Na- 
tional Cancer Institute is a Presidential appointee and must have 
his award requests approved by the HHS Designated Agency Eth- 
ics Official. His award requests cannot be approved by an official 
at the NIH. The committee has identified two instances in 1997 in 
which the Deputy Director of NIH, not the HHS Ethics Official, ap- 
proved Dr. Klausner’s awards. 

In another case, an award to Dr. Klausner from the University 
of Arizona was approved by an HHS ethics attorney who did not 
have a written delegation of approving authority for awards of 
Presidential appointees. In that same case, the first-class travel for 
Dr. Klausner was improperly approved as part of the award-ap- 
proval process because a first-class travel approval request must go 
through a separate approval procedure. This mistaken approval re- 
portedly occurred because the HHS travel manual did not track all 
of the applicable requirements contained within the GSA regula- 
tions with regard to acceptance of first-class travel from a non-Fed- 
eral source. 
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These additional issues deepen our concerns about what has hap- 
pened in the NIH ethics program. However, Dr. Zerhouni appears 
before this subcommittee to present a comprehensive set of pro- 
posed additional restrictions, in addition to other recent actions, to 
improve the NIH ethics program. I note that some of the problems, 
such as deliberate misconduct, cannot be easily addressed by any 
kind of ethics proposals, no matter how strong the restrictions. 
That said, this set of proposals has some positive features to com- 
mend it. In the area of outside awards, based on my understanding 
of the proposals, the combination of the pre-screened list of awards, 
the additional guidance from the Office of Government Ethics, the 
NEAC review, and the prohibition of any cash to an official respon- 
sible for a funding decision with the entity offering the award, 
should address the concerns. 

In the area of management process changes, I understand NIH 
will create an electronic data base for tracking ethics matters and 
HHS will have increased resources to conduct random audits. 

These are constructive and substantial changes. In the area of 
drug-company consulting. Dr. Zerhouni is not proposing a total 
ban. However, Dr. Zerhouni is offering a number of substantial re- 
strictions that will curb some of the kinds of cases that are of the 
greatest concern. Those restrictions include a prohibition on outside 
consulting for senior leadership positions, expanding public disclo- 
sure requirements to cover an additional 600 NIH employees, 
NEAC review, and limits on income and time. I am withholding 
judgment on this part of the package; my position will be based in 
part on what I learn at today’s hearing. However, I have already 
reached the conclusion that whatever final action is taken on out- 
side consulting, it should take place in the context of legislative 
changes regarding the use of Title 42 authority. 

The widespread use of so-called “special” compensation authori- 
ties intended for consultants in Title 42 to boost the pay of con- 
tinuing, full-time NIH employees looks highly questionable on pol- 
icy, if not legal, grounds. The data provided by HHS shows nearly 
$5 million in retention bonuses were paid to 444 Title 42 employees 
for the period of July 1, 1999 to May 1, 2004. The use of retention 
bonuses along with the questionable use of Title 42 is part of the 
gaming that has occurred with the salaries of NIH scientists. Re- 
cent data shows almost one-third of new NIH employees were hired 
under Title 42 authority in 2003. The gaming must end. I am pre- 
pared to support a straightforward approach to providing good sal- 
aries to NIH scientists, worthy of the crown jewel of the U.S. Gov- 
ernment. 

Dr. Zerhouni, I know you are ready to work with me. Your pro- 
posals and your testimony will receive a respectful hearing from 
me. You have shown yourself as a serious and constructive partner 
with the subcommittee in addressing these ethics issues. 

I welcome Dr. Zerhouni and the other witnesses to today’s hear- 
ing. I note on the second panel we will hear from Peter Levine, the 
President of Correlogic Systems, and Dr. Jonathan Heller, the Vice 
President for Information and Project Planning at Predicant Bio- 
sciences, the new name for Biospect. 

I note that Mr. Levine, although he is cooperating with the com- 
mittee, is appearing pursuant to a subpoena. 
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Finally, I welcome the witnesses from the National Cancer Insti- 
tute who will appear on the third panel. 

I look forward to the testimony and to making a stronger and 
better NIH. 

The Chair yields to the gentlelady from Colorado for her opening 
statement. 

Ms. DeGette. Thank you, Mr. Chairman. 

This is the Oversight and Investigation Committee’s third hear- 
ing on conflicts of interest and the National Institutes of Health. 
The significance of this issue cannot be understated, and I expect 
that today’s hearing will provide us with a fuller understanding of 
the problems. 

The first hearing gave this committee the opportunity to hear 
from members of the Blue Ribbon Panel and Dr. Zerhouni. At that 
time, I expressed concerns with the scope of the Blue Ribbon Pan- 
el’s recommendations. I am pleased that Dr. Zerhouni is back again 
with us today to talk about the subcommittee and to talk about 
some expansions of some of those issues we talked about at that 
first hearing. 

After reviewing some of the proposed expansions to the NIH eth- 
ics rules which are being contemplated, I am pleased that NIH 
leadership takes these issues seriously and is endeavoring to re- 
store ethical integrity, but I remain concerned about the challenges 
that the absence of what I think is a bright line task for receipt 
of outside industry compensation provides. At the same time we 
must maintain the integrity of the NIH as our Nation’s premier re- 
search institution and to that end, we need to continue to have the 
ability to attract the very best and brightest at all levels of the 
NIH. 

Today we’re going to have the opportunity to look at these addi- 
tional steps which are being proposed by the NIH regarding con- 
flicts of interest and to learn about one or more of the cases that 
we talked about in our last hearing. As I said at the previous hear- 
ings, these conflicts of interest deserve scrutiny and they must be 
resolved. The ethos of the organization much change, and I know 
Dr. Zerhouni and his senior management team agree. These new 
recommendations are a necessary step, but there must be a com- 
prehensive effort toward implementation and elimination of incon- 
sistent standards which now exist across the 23 institutes. 

I am confident that the scientists at NIH can adequately address 
the committee’s concern and put a better system into place. But the 
question remains how do we accomplish this? NIH may still need 
to strengthen some of the recommendations even further to achieve 
this, and I look forward to hearing from our witnesses about that. 

I would also add that this subcommittee has a long history of ex- 
amining these issues and does not take it’s investigative role light- 
ly. The subcommittee’s ability to interview witnesses and uncover 
issues is part of its very core mission. I am glad that Mr. Azar is 
here today to talk about some of these interviews of government 
witnesses and HHS and what transpired. 

We have been that conflicts of interest at the NIH are relatively 
rare, but even rare cases must be prevented especially when they 
are as spectacular as we have heard n our previous two hearings. 
The public’s trust in this remarkable institution is at stake. These 
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scientists who are entrusted with taxpayer dollars must answer to 
their institution and the public and protect its integrity. The sci- 
entists also should remember their work is the hope for many 
Americans who are ill or who are taking care of a family member 
with an illness. Their scientific work for some Americans is the dif- 
ference between life and death. A conflict of interest or even the 
appearance of a conflict of interest could have devastating effects. 

NIH’s mission is to uncover new knowledge that will lead to bet- 
ter health for everyone. But when there are conflicts of interest, 
how can we make sure this mission is being carried out? 

I am still concerned about NIH’s ability to acquire information 
and data on hours spent on outside activities and also compensa- 
tion received from outside activities. This is a very delicate issue 
and disclosure is the key. Centralization of ethics review and cre- 
ation of an electronic data base are going to be very important. 
However, as they say the devil is in the details and we need to find 
out how exactly outside activities will be monitored. That is why 
I go back to the fact that in the absence of a bright line test it will 
be very difficult to eliminate some of the abuses we have seen in 
the past. 

As the committee has discovered and as we will discuss today, 
there is an astounding amount of activity that has not been under 
scrutiny or even disclosed. This is an unacceptable situation. I 
know that Dr. Zerhouni and his team agree with me, and I look 
forward to working with them on this issue. 

And thank the Chair for continuing this series of hearings. And 
yield back. 

Mr. Greenwood. The Chair thanks the gentlelady and recog- 
nizes the chairman of the full committee, the gentlemen Mr. Bar- 
ton for his opening statement. 

Chairman Barton. Thank you, Mr. Greenwood. And we appre- 
ciate your leadership on this important hearing. 

I stated at the last oversight hearing on these NIH issues that 
the hallmark of my chairmanship will be to hold agencies respon- 
sibilities and to produce results in better government and better 
services and policies for the American people. I am proud to report 
that because of your work and Ms. DeGette’s work this is hap- 
pening with regard to our investigation at NIH. 

The committee continues to uncover more and more troubling in- 
formation about what has happened in the NIH ethics program. 
For example, it appears that there may be a substantial number 
of NIH scientists who engaged in outside activities such as drug 
company consulting in stealth, that is without any notice at all or 
any approval by the NIH. If these suspicions are confirmed, these 
unapproved compensated activities would represent a very serious 
breach of NIH policy. Federal ethic regulation and possibly in some 
cases even criminal laws. 

In addition, we are continuing to examine cases. One of the cases 
which we reviewed at our last hearing dealing with conflicts of in- 
terest arising out of consulting agreements your subcommittee has 
heard and will testimony today about a remarkable case in which 
the NIH and FDA scientists who were collaborating with a private 
company on a joint invention under a public/private partnership 
called a CRADA at the same time were secretly consulting with 
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their own private partner’s competitor. As a result of those secret 
deals progress may have been slowed on the public/private partner- 
ship that could have led to prompt commercialization of a life- 
saving ovarian cancer diagnostic test. 

I also understand that the subcommittee may be presented with 
information today that raises serious questions about the accuracy 
of some testimony that has been received at the last hearing. 

Having said all of that, this subcommittee is getting the facts. 
Through oversight we are identifying the issues that provide a 
roadmap for solutions. The problems that we are continuing to un- 
cover at the NIH are further justification for why this committee 
needs to reauthorize the NIH for the first time in over a decade. 
The committee needs to lead the way in restoring NIH’s luster as 
the crown jewel for research of the Federal Government. As Chair- 
man Greenwood has noted, during this investigation we have un- 
covered issues of concern and are continuing to uncover still more. 
It is unpleasant to face the harsh truth about the results of the ap- 
parently lax ethic culture at the NIH and the poor judgment and 
perhaps even misconduct of some individuals at that illustrious in- 
stitution. Having said that, it is a process that we must go through 
to ensure that NIH will continue to be the world’s premier medical 
research medical institution. NIH’s work is too important to allow 
it to be hindered by questions about the integrity of its scientists, 
and therefore the scientific process. 

Our oversight is not just about identifying problems. We want to 
stimulate solutions. In this regard I am very pleased to read that 
both HHS and NIH seem to be getting the message about our con- 
cerns over the NIH’s ethics program. And Dr. Zerhouni’s testimony, 
which I have read, indicates that he is serious about improving the 
ethics at the agency in which he is director of He is making his 
agency responsible to the Congress and to the American people. He 
has a plan, and I think it is a good plan, and I think this com- 
mittee should give it serious consideration. Because of the enormity 
of the taxpayer investment in NIH and the enormity of the respon- 
sibility entrusted to NIH, it is critical that we, when I say “we” I 
mean the Congress and the NIH administration, work together to 
make sure that NIH remains the standard for medical research in 
the world. I am pleased to say that it looks like we are making 
progress in this regard. 

While we need to work with Dr. Zerhouni to establish solutions, 
we must do all that we can do to stop things like from ever hap- 
pening again. And just as NIH has enormous responsibility to the 
American people, this committee has the responsibility to conduct 
the kind of oversight that brings these problems to light and then 
helps find solutions to prevent them from happening again. 

I want to commend Ranking Member DeGette for her excellent 
work and her staffs work, and Mr. Dingell for the full committee 
staff work on this effort. We are doing oversight in the proud tradi- 
tion of the Energy and Commerce Committee, and I think the end 
result is going to be good for the American people. 

I also want to compliment Dr. Zerhouni. Your testimony about 
proposed solutions is excellent. To the extent that we need to back 
you up with legislative language in that statute, we are very will- 
ing to do that once we finalize what needs to be done. 
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With that, Mr. Chairman, I would yield back. 

Mr. Greenwood. The Chair thanks the gentleman. 

And he recognizes the ranking member of the full committee, the 
gentleman from Michigan, Mr. l5ingell. 

Mr. Dingell. Mr. Chairman, good morning. 

Thank you for recognition, and let me commend you for opening 
this inquiry, for holding this hearing and for insisting that Mr. 
Azar testify despite the opposition of the Department of Health and 
Human Services. 

The ethics concerns at the NIH, National Institutes of Health 
and the Food and Drug Administration, FDA, merit the full atten- 
tion of this subcommittee, as do efforts to hinder, obstruct, delay 
or otherwise impede the work of this subcommittee. 

We are still learning how far and wide the problem of outside 
payments goes. When NIH initially refused to compel its employees 
to disclose the extent of consulting dollars received from drugs and 
biotech companies, you and Chairman Barton surveyed 20 drug 
companies for their payments to NIH employees. The companies re- 
sponded regarding some 264 contracts with scientists employed at 
NIH. When comparing these contracts with the information ulti- 
mately submitted to us by the NIH, the staff discovered that some 
100 of the 264 consulting contracts were not reported to NIH. What 
else is out there? 

We, as well as NIH and FDA, have a duty to ensure that this 
probe does not harm research or regulatory approvals. But ignoring 
the problems at FDA and NIH is not an option. The research com- 
munity, the health care industry and the American people simply 
cannot tolerate a system where the state of our technology is sold 
to the highest bidder. We cannot tolerate a system where Bhe devel- 
opment of lifesaving drugs and biologies may be delayed while the 
auction is being conducted. Nor can we tolerate hinderance and ob- 
struction by the Department of Health and Human Services. Offi- 
cials in charge of legislative affairs and some misguided govern- 
ment lawyers have tried to stifle the investigation in which we are 
now engaged. They have sought to stonewall our requests for docu- 
ments and interviews and otherwise have sought to prevent the 
Congress and the American people from discovering very serious 
problems. 

This subcommittee over the years has seen to it that the truth 
is produced with the cooperation of those who were being inves- 
tigated or without their cooperation. And there are many who have 
had reason to repent in a very real way the failure to cooperate 
with this committee. I hope that those who will appear this morn- 
ing and others who will be inquired of by the subcommittee will 
keep this thought in mind. 

Moreover, I would note that we find that the curious reluctance 
of the Inspector General here to do more than desk audits is unac- 
ceptable. The American people have the right to know what is 
going over at the Department. I support all efforts to enforce that 
right, and I will do everything I can to see to it that there is no 
obstruction of the business of this committee. 

I thank you, Mr. Chairman. 

Mr. Greenwood. The Chair thanks the gentleman and recog- 
nizes the Oregon, Mr. Walden for his opening statement. 
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Mr Walden. Thank you, Mr. Chairman. I am going to waive my 
opening statement. 

Mr. Greenwood. The gentlelady from Chicago, Ms. Schakowsky. 

Ms. Schakowsky. Thank you. Chairman Greenwood and Rank- 
ing Member DeGette for convening today’s hearing, the third in a 
series of oversight opportunities to review concerns about ethics at 
the National Institutes of Health and the consulting arrangements 
and outside awards of NIH personnel. 

This issue is so critical because it goes to the integrity of science 
and the safety and efficacy of medical technology upon which the 
American public and medical community rely. Consumers and their 
caretakers in the medical field, rely on sound science for guidance 
on the most appropriate types of care. Consumers need to know 
that the science upon which their doctors rely is based on legiti- 
mate evaluations and not tainted by side deals. I think most Amer- 
ican consumers would assume that cash, stock, stock options and 
other types of pay for outside consulting arrangements that NIH 
personnel have with drug companies and others in industry, would 
be against the rules. I know I was surprised to hear that some sen- 
ior officials at NIH received cash gifts as part of the awards given 
to them by some of the same companies that receive funding from 
NIH. In some cases, it appears that these deals could amount to 
more than the regular salaries of some NIH personnel. It is hard 
for me to accept any argument that NIH’s medical scientists or sen- 
ior personnel need to enter into such agreements. These agree- 
ments are not just a question of a little moonlighting, they are day- 
lighting too, with the very prescription drug and medical device 
companies whose science NIH is supposed to objectively evaluate. 

Why can’t NIH commit to finding scientists who will do their jobs 
for the salary they agree to receive without doing lucrative side 
deals outside of the office? 

Even the appearance of such behavior is damaging and NIH and 
other agencies must take action to ensure the proper safeguards 
are in place to prevent such activities. So, today, I am looking for- 
ward to hearing the response to concerns raised by this sub- 
committee. I hope the response will include immediate and concrete 
steps to remove even the appearance of questionable ethics at NIH. 
Anything short will be unacceptable. Thank you. 

Mr. Greenwood. The Chair thanks the gentlelady. 

And recognizes the chairman of the Health Subcommittee, the 
gentleman from Florida, Mr. Bilirakis for an opening statement. 

Mr. Bilirakis. Thank you very much, Mr. Chairman. 

The past two hearings you have held on this issue have been ex- 
tremely informative, to say the least. And I am sure we all appre- 
ciate the opportunity to have another chance to discuss these con- 
cerns with officials from the NIH. 

Dr. Zerhouni, thank you so much for coming here today. You 
have always been extremely generous with your time and unbeliev- 
ably helpful in all of your efforts, and ours I might add. I commend 
your efforts to improve conflicts of interest management at NIH by 
creating the Blue Ribbon Panel that created guidelines for revamp- 
ing the review of consulting arrangements and outside awards, and 
expanding the number of NIH employees who file internal and pub- 
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lie financial disclosure reports. Once again you have taken the ini- 
tiative to ensure that NIH is operating to the best of its ability. 

I have gotten to know Dr. Zerhouni fairly well recently because 
just in this Congress alone, my Subcommittee on Health has held 
five hearings to highlight research activities at the NIH and to 
educate members and others about the work that the NIH is doing 
so that we can better assess how to help them to better met their 
stated mission. 

Now that our hearings have concluded, Chairman Barton and I 
are committed to passing bipartisan legislation to reauthorize the 
NIH. It is something we have high hopes of being able to do. 

One thing that we would like to accomplish with this reauthor- 
ization package is to strengthen the role of the Director of the NIH. 
And I look forward to hearing from Dr. Zerhouni about how we 
could be helpful to him in implementing the recommendation to the 
Blue Ribbon Panel. 

And, Dr. Zerhouni, if I do not get around to asking you that spe- 
cific question, I would ask now that you might submit in writing 
to us what we can do in the law to strengthen your role. 

As I said before, if there are more transparency with respect to 
these consulting fees and awards, such as making the information 
more public, then maybe there would not be the need for a high 
level of concern. 

I along with you, Mr. Chairman, would like to thank and wel- 
come the other witnesses here today, and look forward to hearing 
particularly this panel’s testimony. 

Thank you, Mr. Chairman. 

Mr. Greenwood. The Chair thanks the gentleman. 

And recognizes the gentleman, Mr. Rogers for an statement, who 
passes. 

That being said, we welcome Dr. Zerhouni and Mr. Azar. Thank 
you for being here. 

As you know from previous experience, it’s the custom of this 
committee to take testimony under oath. And do either of you ob- 
ject to taking testimony under oath? Do either of you wish to be 
represented % counsel? 

[Witnesses sworn.] 

Mr. Greenwood. Before I recognize you for your opening state- 
ment, Dr. Zerhouni, let me say what I have said in public as many 
times as I can. I know that this is not a lot of fun for you and the 
NIH to go through this very public process of oversight, but I con- 
sider you to be as ethical a person as I know. I consider you to be 
a partner with me and with this committee in our efforts to tighten 
up the ethics, and I am not proud of our relationship, and look for- 
ward to your testimony, and you are recognized to give it. 

TESTIMONY OF HON. ELIAS ZERHOUNI, DIRECTOR, NATIONAL 

INSTITUTE OF HEALTH; AND ALEX AZAR, H, GENERAL COUN- 
SEL, U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Mr. Zerhouni. Thank you, Mr. Chairman, for your kind words, 
and you have my commitment to continue to be partners in this 
issue. I want to thank the members of the subcommittee. 

I am here to testify about my proposal to overhaul the ethics sys- 
tem and its process, its management and its controls. We have 
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worked very closely with my colleague, Mr. Azar in the Office of 
General Counsel to come up with what we believe could be a pro- 
posal that will not only strengthen, but completely overhaul, com- 
pletely transform the way we manage ethics at our Federal agency. 

The events and arrangements that have been the subject of the 
subcommittee’s oversight was, as you know, rooted in the signifi- 
cant loosing of NIH ethics rules and policies that occurred in 1995. 
These changes were the results of converging interests at the time. 
NIH’s desire to strengthen the research enterprise to the use of “in- 
novative” recruitment and retention policies. And the second was 
a governmentwide change in ethics policies. 

In retrospect I believe that the new rules were not sufficient to 
guard against the perception of conflict of interest or reality of con- 
flict of interest. 

Further, I have reached the regrettable conclusion that some 
NIH employees have violated these lenient rules in that the agen- 
cy’s ethics system did not adequately guard against these viola- 
tions, both in the content of the rules, in the process to manage the 
rules and in the controls that should have been independent and 
formal. 

So I am completely committed, and you have my pledge, that any 
employees who violated the rules will be subject to appropriate 
panels. I am looking forward to work as diligently as we can with 
the committee. I know Mr. Azar is also committed to do the same. 
We intend to cooperate. We want to cooperate. If there is any per- 
ception that we did not, we want to correct that. And you have my 
word and my colleagues at the Department who do believe in the 
same thing. 

It is clear that our public health mission is too important, really, 
to have any shadow of a doubt that what NIH does is in the 
public’s interest first and foremost. And it is really regrettable to 
me and painful to me that the actions of a few may have tainted 
the good work of thousands of scientists who have not participated 
in any of these actions and who work daily at NIH to solve the 
mysteries of disease and advanced treatments and cures for these 
diseases. So I think it is important that we move diligently, I be- 
lieve, to completely change the system of ethics at NIH. 

I will summarize, and you have my testimony in writing, but I 
would like to summarize the salient points, not to take too much 
of your time, of what is it that we are proposing and the core prin- 
ciples that we are trying to follow. 

No. 1, in terms of industry consulting. I think it is absolutely im- 
portant to build a firewall between the employees at NIH who have 
any authority whatsoever in grant making or contract making from 
any consulting with industry. That means that the entire senior 
leadership, including directors, reports to directors, deputy direc- 
tors, scientific directors, clinical directors and all staff involved in 
making decisions for contract and grants in the extramural compo- 
nents of NIH be prohibited, period. And this is a total damp. 

We also want to protect the agency from any further perception 
of conflict of interest, and we are going to do this by restricting 
very strongly the activities of scientists who have no authority over 
the extramural activities or granting activities within NIH. 
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I would like to point out that NIH is both a Federal agency that 
distributes grants, but also a very advanced research laboratory 
with scientists who we recruit to do things for the government of 
public health interests. It is important to look at that in a different 
light, and I know that it would be so much easier to just ban out- 
right the activities. And, as you know, I have made the point that 
perhaps we should look at that, and I would like you to keep an 
open mind about why we believe it should be done that way. 

However, that being said, I think strict restrictions should be put 
in place. No. 1, I do not believe that stock or stock options should 
be used as payments for any outside activity for anyone at NIH. 
And I intend to prohibit any of such relationships. 

Stock and stock payments create an inextinguishable conflict, 
and I do not wish to have that. 

Second, I will prohibit the holding of stock in individual bio- 
technology and pharmaceutical companies for all employees that 
file a public or confidential public disclosure report of any kind and 
establish and establish for all employees a $5,000 de minimis in 
terms of individual stock ownership of theirs with their direct fam- 
ily for nonfilers. And we will insist that divestiture occur. 

I think this will create a scrubbed environment, I believe, for eth- 
ics at NIH so that we will no longer have any of these issues. 

In addition, because I am concerned about conflict of commit- 
ment, who is the employee working for the Government or some 
other entity, I will go further than what the Blue Ribbon Panel 
proposed. I will limit annual compensation from all outside activi- 
ties with industry to 25 percent of the employee’s base salary, and 
no more than half of such income to come from any one source. And 
limit the time spent engaged in all activities with industry to 400 
hours annually. 

This is a set of rules which will not create a incentive because 
the compensation for outside activity will then be equal to the rate 
of compensation for official activities. 

We will also publicly disclose all outside activity with industry. 
We will have a data base, we will find ways to make sure that the 
following principle is followed: If you cannot disclose it publicly, it 
will not be allowed. Period, end. 

We will prohibit membership, and this is a recommendation that 
I am making, a proposal I am making which was not part of the 
Blue Ribbon Panel. Mr. colleague Mr. Azar helped me tremen- 
dously in defining those relationships. Any membership on cor- 
porate boards will be prohibited for all employees. I believe that 
membership in boards is a conflict of commitment and fiduciary re- 
sponsibility. I want my employees to be responsible to NIH, period. 
However, we will allow limited service on scientific advisory boards 
for ad hoc participation, and again, not for any of the senior em- 
ployees. Only the ones that are in the laboratories. Because there 
is value there and we need to make sure that it is reviewed cen- 
trally, but it be allowed. 

In addition, in terms of rewards I think this is an issue that you 
have raised, and I have to say that I reviewed all the cases that 
came to my attention, worked with you. And I believe that there 
are awards that are very legitimate. There are awards that relate 
to the meritorious accomplishments of a scientist, sometimes before 
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they came to NIH. I think it would be unwise for us to prevent the 
recruitment of a director who may be a potential recipient of a 
Nobel Prize or a Laska Award, or many other prices that have a 
long established life, that have a process that is independent on 
any granting institution in the sense of having a foundation and 
a clear process, an open process of nomination, an open process of 
awarding the award. But to do so, we are proposing something 
pretty novel. We’re going to scrub, essentially, every award out 
there. We’re going to create a list, we’re going to submit that list 
and the criteria of that list to our independent advisory committee 
to the Director of NIH, which is law, in statute. And we’re going 
to ask them is the Nobel Prize okay. Is the Laska Award okay? Is 
this prize okay? Does it fit the characteristics. And then we’ll cre- 
ate a public registered list, if you will, of acceptable awards for 
NIH scientists. 

Now, further, if the award is received by an NIH employee, it 
will still be reviewed by a central committee, central advisory eth- 
ics committee for the following issues. 

If the official offered the award is responsible for a funding deci- 
sion with the entity offering the award, either directly the person, 
the employee, or through a subordinate — this is really an extension 
of rules that I think is very drastic and very important to under- 
stand. And I think we owe it to Mr. Azar who made the rec- 
ommendation, that the receipt of the award may be prohibited and 
indefinitely the receipt of the cash component of the award will be 
prohibited. 

In determining whether an award creates a real or apparent con- 
flict of interest, the new act will consider how the employee can ef- 
fect the interests of the entity so that we do not end up with just 
formal analysis, but a wider analysis not just directly related to the 
entity that offers the award, either directly or through the actions 
of a subordinate. 

Pre-screened award lists will be maintained by the NIH ethic of- 
fice publicly posted, updated regularly and the name of any NIH 
employee who is a recipient of an award would also be posted pub- 
licly. 

I think it is important also to impose restrictions not just on rela- 
tionships with industry, because as I have looked at potential for 
both real and perceived conflict of interest, I find also that con- 
sulting with nonprofits, grantee institutions can be a concern. So 
I am going to propose that we prohibit this for all employees. 

You may ask, as Congresswoman DeGette asked me, why are 
you more strict for nonprofit grantee universities than you are for 
industry? Well, the difference is that grantee institutions come and 
ask for public money. Industry pays for the outside activities of the 
scientist. And in every case where we need to have science advice 
given to our grantees, we will do so after determination by super- 
visory review under an official duty scheme rather than an outside 
activity scheme which will prevent personal rewards of any kind in 
that kind of a relationship. 

Consulting with nonprofits, nongrantee institutions is another 
issue. There we do not have the potential of conflict of interest in 
terms of disbursement of funds. In this case we will prohibit it, 
nonetheless, for senior leadership, people who have grant making 
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or contract making authority, and we will determine by supervisory 
review whether there’s any overlap between official duty and that 
activity. 

So even though you may be director of institute X, if you are to 
serve on a nonprofit disease related group, we will prohibit that for 
senior leadership but we will allow it for nonsenior, nonauthority 
type leaders. 

Clinical practice, we do need to maintain the clinical skills of our 
doctors at NIH, and the clinical center is hyperspecialized and 
there is not enough for them to maintain the general scales, and 
we would like to continue to allow that within limits of commit- 
ment. Because it doesn’t present a conflict of interest, but also lim- 
its of the marketbasket that we will see around the metropolitan 
area. If you are a radiologist, you will be allowed to make more 
than a radiologist in academic practice in this marketplace. 

The reason I want to do this is to avoid what I call the perverse 
incentive. If an outside activity is rewarded at a higher rate, you 
have the perverse incentive to favor that outside activity. I want 
to eliminate that. 

Seven, academic pursuits. Pure academic pursuit. Working a 
general textbook, editing a journal, writing an article, a peer re- 
view article, doing continuing medical education, teaching a course 
at the university level; those are the core of the activities of our 
scientists. I really do not wish to restrict those activities. I think 
it would be unwise to do so. 

Public financial disclosure reports, we have already extended our 
request to OGE from 93 positions to 508 position that will be pub- 
licly filed. We are asking also the recommendation of counsel for 
NIH authority to determine 278 filing status for its employees so 
that we can adapt quickly to the changes. 

In addition, step nine, we will also review all of our employees 
with or without authority involved in human subject research. I be- 
lieve personally that this is a different set of consideration even 
more important than conflict of interest with companies because it 
involves human lives, it involves advice that we will give to the 
American public. So all of those employees will file reports if in- 
volved in clinical research. And we will determine who that is and 
we will propose that list. 

Finally, I think that no set of rules will be successful unless you 
build around them a process, a management process with strong 
controls. Here is what I propose to do. 

I have already established a centralized committee, the NEAC 
committee, and it is doing an outstanding job. But in addition to 
that, we will centralize the oversight of every NIH ethics activity 
in the Office of the Director. There will be ethics officers in the in- 
stitutes, obviously, to help everybody, but the oversight will be cen- 
tralized so that there is no conflict of reporting relationship be- 
tween the person who is making the decision for the director or for 
somebody in that institute. 

We will ethics functions in the supervisory performance plan. We 
will add a central director of ethics who will be — all of the director 
of ethics will have performance plans and he deputy director will 
be in charge of that. 
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We will initiate random audits, and we are working with our 
general counsel to implement that. 

In addition to this, I think something that I think is needed as 
a tool to in fact provide the response to the concerns that you have. 
Congresswoman DeGette, and that is a full electronic data base 
that will be cross related between every step of the activities and 
every step of the ethics process in one place. So I can respond to 
your inquires in 2 weeks rather than 4 months, Mr. Chairman. 

And we will extend formal training programs. And you have my 
commitment that one of the components of a good control ethics 
program is also disciplinary actions. I believe Qiat we have been 
lax in making sure that if there is clear violations of existing rules, 
that we should really send a message. I intend to send that mes- 
sage and I will be very forceful in that regard. 

In closing, I hope that you will take my commitment to you as 
a very sincere honest commitment that I will do everything in my 
power to make sure that NIH resumes it brilliant destiny as one 
of the most trusted agency in the Federal Government. And you 
have my commitment that I will work very closely my colleagues 
here to collaborate with you. 

Thank you, Mr. Chairman. 

[The prepared statement of Hon. Elias Zerhouni follows:] 

Prepared Statement of Elias A. Zerhouni, Director, National Institutes of 
Health, U.S. Department of Health and Human Services 

Mr. Chairman and Members of the Subcommittee, I am Elias A. Zerhouni, Direc- 
tor of the National Institutes of Health (NIH) at the U.S. Department of Health and 
Human Services (HHS). I am here to testify about my proposal to strengthen the 
ethics system at NIH by changing our rules, practices, and procedures. 

I have reached the conclusion that drastic changes are needed as the result of an 
intensive review by NIH of our ethics program, which included internal fact-finding 
as well as the external review of a Blue Ribbon panel. This review was prompted 
in part in response to the inquiry of this Subcommittee and the bipartisan concerns 
of Chairman Greenwood, Ranking Member Deutsch, Congresswoman Degette, and 
the full Committee Chairman, Mr. Barton, as well as the Committee’s Ranking 
Member, Mr. Dingell, and other members of the panel. 

The events and arrangements that have been the subject of the Subcommittee’s 
oversight and NIH’s reviews were rooted in a significant alteration of NIH’s ethics 
rules and policies that occurred in 1995. These changes were the result of con- 
verging interests. The first was NIH’s desire to strengthen the research enterprise 
through the use of innovative recruitment and retention policies. The second was 
a government-wide standardization of ethics policies, which resulted in a decision 
by NIH to change its ethics rules to conform to the new policies. 

As we move forward, I regret that the reputation of NIH has been challenged over 
ethics concerns and that the conduct of individual scientists who have devoted their 
lives to battling disease and easing the suffering of millions of patients has been 
questioned. I believe the NIH and its employees were operating within rules that 
allowed or did not specifically address many of the arrangements that the Sub- 
committee has questioned, including lecture awards and consulting with industry. 
In retrospect, there was not a sufficient safeguard against the perception of conflict 
of interest. 

As I have testified previously, our public health mission is too important to have 
it undermined by any real or perceived conflicts of interest. It is imperative that 
Congress and the American people trust that the decisions made by our scientists 
are motivated solely by public health priorities and scientific opportunities, not per- 
sonal financial concerns. 

The first step in maintaining such trust was the creation of the NIH Ethics Advi- 
sory Committee (NEAC). The NEAC, an internal NIH committee, is providing a cen- 
tralized, consistent, and rigorous review of all consulting arrangements with phar- 
maceutical and biotechnology companies, awards valued in excess of $2500, and all 
requests from senior NIH officials. Composed of Institute and Center Directors and 
scientific leaders, and with the participation of ethics officials, the Committee pro- 
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vides unprecedented review by peer scientists of applications for outside activities 
and awards. NEAC looks carefully at each request under its jurisdiction so that, for 
instance, NIH employees are not consulting on matters that are related to their offi- 
cial duties or pose other potential concerns. Only those requests for approval that 
have passed muster at the Institute level, by both the employee’s supervisor and the 
Institute’s Deputy Ethics Counselor (DEC), are forwarded to the NEAC for review. 
Upon NEAC review, it is only those arrangements that do not pose conflict of inter- 
est concerns that are recommended for approval and forwarded to the NIH Deputy 
Ethics Counselor. As a result of the unprecedented review by peer scientists now 
applied to the ethics program, the culture at NIH is already changing. 

On May 12, I testified before this subcommittee about four principles for change 
in the NIH ethics program: 

1) Enhance public trust in NIH by preventing conflicts of interest through the re- 

striction of financial relationships that employees may have with outside orga- 
nizations; 

2) Increase levels of transparency in the NIH ethics program by requiring much 

more internal as well as public disclosure of the details of financial relation- 
ships that employees have with outside organizations, including consulting ar- 
rangements and awards; 

3) Balance NIH’s ability to recruit and retain the best scientific expertise while ex- 

pediting the translation of research advances; 

4) Establish effective monitoring and oversight of employee activities. 

Today I am announcing that NIH, working with the HHS Office of the Secretary, 
will seek a major reform of the Agency’s ethics program by requesting restrictive 
rules and by seeking to increase the public availability of information related to out- 
side activities with industry. As you know, this process cannot happen overnight. 
We are aggressively working with the Office of the Secretary and OGE to make sure 
that we have in place a set of rules that ensures the appropriate ethical oversight 
while continuing to encourage scientific creativity. The following framework lays out 
our attempts to implement the principles described above. 

Principle One: Enhance Public Trust 

• Prohibited Holdings: We are working to prohibit the holding of stock in individual 

biotechnology and pharmaceutical companies as is done at the Food and Drug 
Administration. There, all employees that file either a public or confidential fi- 
nancial disclosure report are prohibited from holding stocks in significantly reg- 
ulated entities. Non-filers are permitted to hold only up to $5000 of such stock, 
which is $10,000 below the current federal rules for de minimis financial inter- 
ests. 

• Awards: We are actively pursuing a two-step process. First, any NIH employee 

should be prohibited from accepting any award unless the award has been pre- 
screened. Such a process would include an independent advisory committee that 
includes non-government individuals and the NIH DEC, and a determination by 
the DEC that the award meets the regulatory definition of bona fide. Second, 
even if the award has been determined to be bona fide, specific awards to em- 
ployees still should be reviewed on a case by case basis by the NEAC, and ap- 
proved by the NIH DEC to ensure that the acceptance of the award does not 
create a real or apparent conflict of interest for the employee in relation to offi- 
cial duties. As an additional restriction, NIH will seek to prohibit any official — 
including Institute and Center Directors — who are responsible, either directly or 
indirectly through subordinates, for a funding decision affecting the entity offer- 
ing the award, from receiving the cash component of an award. It is my inten- 
tion that this restriction will not preclude the acceptance of cash in the case 
of certain exceptional bona fide awards, such as the Nobel Prize. The list of pre- 
screened bona fide awards would be posted publicly, as will the NIH recipients 
of such awards. 

• Outside Activities with Industry: While we continue to encourage consultation 

with industry as part of official duties, I intend to prohibit senior NIH employ- 
ees, as well as all employees involved in extramural funding decisions or Coop- 
erative Research and Development Agreements, from consulting with industry 
for compensation or any other form of remuneration. Other employees would be 
permitted to consult only if the arrangement has been reviewed by the NEAC 
and approved by the NIH DEC, and certain restrictions are in place. These are: 
1) payment may not include stock or stock options; 2) annual compensation 
from all outside activities with industry must be limited, and no more than half 
of that limit may come from any one source; and 3) a cap on the number of 
hours annually that an employee can spend on all outside activities with indus- 
try. 
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• Participation on Industry Boards: I seek to prohibit all NIH employees from mem- 

bership on corporate boards of the pharmaceutical and biotechnology industries. 
In addition, employees should be allowed to participate in industry scientific ad- 
visory boards as ad-hoc participants only if such participation has been re- 
viewed by NEAC, and approved by the NIH DEC. 

• Consulting (includes speaking) with Grantee Institutions: While we continue to en- 

courage consultation with grantee institutions as part of official duties, I will 
seek to prohibit all NIH employees from consulting with NIH grantee institu- 
tions for compensation or any other form of personal remuneration. 

• Consulting (includes speaking) with Non-profits that are not Grantee Institutions: 

I seek to prohibit NIH senior leadership from consulting with these entities. 

• Clinical Practice: NIH seeks to limit employee annual compensation for clinical 

practice. 

Principle Two: Increase Transparency 

• NIH, working with HHS and OGE, has already increased the number of senior 

managers who must publicly disclose their compensated activities with outside 
organizations and the amounts received. This has been increased by 93 posi- 
tions. We are hopeful that OGE will grant HHS’ recent request to extend public 
financial disclosure to an additional 608 positions. 

• I will seek authority from OGE for NIH to determine which of its employees must 

submit public financial disclosures. 

• We are working towards requiring that outside activities with industry be publicly 

disclosed. This will include disclosure to CRADA partners. 

• NIH employees will continue to be required to disclose the amount of compensa- 

tion earned from outside activities. 

• I will review the duties and responsibilities of employees who currently do not file 

any financial disclosure reports, specifically those involved in human subjects 
work, to increase the number of employees who file such reports to avoid any 
involvement in a real or apparent conflict of interest. 

Principle Three: Recruit and Retain Best Scientific Expertise While Expe- 
diting Translation of Research Advances 

• I will encourage NIH scientists to continue teaching, speaking or writing about 

their research as part of their official duties. 

In order to encourage scientific interactions involving the exchange of knowledge 
and the exercise of intellectual leadership by NIH scientists, NIH will continue to 
allow certain types of outside activities — including teaching and lecturing opportuni- 
ties and collaborations with the private sector — but only under clear, rigorous rules 
meant to eliminate conflicts of interest. 

Principle Four: Establish Effective Monitoring and Oversight Mechanisms 

• I will continue to require that supervisors fulfill their responsibilities in both re- 

viewing proposed outside activities and, if NEAC ultimately approves the out- 
side activity, in monitoring the effect that the activity might have on the em- 
ployee’s official duties. Before any proposed outside activity is forwarded to the 
NEAC for review, supervisors will be asked to determine whether the activity 
can and should be undertaken as part of the employee’s official duties, and if 
not, whether the proposed outside activity will cause a conflict, either of interest 
or of commitment. In addition, supervisors will be expected to monitor employ- 
ees’ compliance to ensure compliance with the limitation on hours. 

• NIH will improve its ability to manage and track approved activities with outside 

organizations by increasing the accountability of managers, creating a central- 
ized system, centralizing review of senior managers and scientists, conducting 
random audits of files pertaining to activities with outside organizations, and 
continuing the rigorous review by peers conducted by the NEAC. 

• NIH will develop and implement a new, more understandable method of training 

employees on ethics rules, and we will establish a web site that displays rules 
in plain language, updates employees on regulatory trends and changes and dis- 
cusses — anonymously — ongoing cases as examples of best practices or unaccept- 
able practices. 

We are severely restricting the ability of NIH employees to consult with industry. 
However, as I have previously testified, the easiest way to approach this matter 
would be to ban all consulting with industry. I do not want to discourage the kind 
of intellectual excitement and curiosity that leads our scientists to want to work 
with industry. I want to provide an environment for them in which they have the 
same kind of professional and intellectual opportunities as their counterparts in aca- 
demia. I want the intramural program to continue to attract the best and the 
brightest. With these principles in mind, I am working to strike a careful balance — 
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whereby those individuals in key decision-making positions will be prevented com- 
pletely from consulting, while stringent limits will apply to other employees. 

Mr. Chairman, Members of the Subcommittee, in summation, I have described the 
three core elements of reforming the ethics process at NIH. Number one, we are ap- 
plying review of applications for outside activities by peer scientists. Number two, 
we are requiring full disclosure and transparency in the program. And number 
three, NIH is working to reduce, restrict, or eliminate the types of activities about 
which this Subcommittee has raised concerns. 

Thank you for this opportunity to speak before the Subcommittee on these mat- 
ters once again. I would be happy to answer any questions you may have. 

Mr. Greenwood. The Chair thanks the gentleman. And would 
wax poetic enough to say that if the NIH is indeed the crown jewel 
of research, I think those recommendations will certainly make it 
sparkle more than it has in the past. 

Dr. Azar, you are recognized for your opening statement. 

Did I call you Dr. Azar? Mr. Azar. 

TESTIMONY OF ALEX AZAR, II 

Mr. Azar. Thank you, Mr. Chairman. And thank you for inviting 
me to speak with you today. 

As General Counsel for the U.S. Department of Health and 
Human Services my office is responsible for providing representa- 
tion and legal advice to HHS on a wide range of issues. By pro- 
viding such legal services to the Secretary of HHS and the organi- 
zation’s various agencies and divisions, the Office of the General 
Counsel supports the development and implementation of the De- 
partment’s programs. 

OGC has over 400 attorneys and a comprehensive support staff 
located across the United States. Our office has a diverse and chal- 
lenging portfolio, with legal issues about technical rules for agency 
programs on topics as disparate as health financing and welfare, 
as well as a broad range of general legal issues facing every Fed- 
eral agency such as administrative law, personnel and employment 
law, information law, and, of course, ethics. 

OGC’s main role in the area of ethics is through the Ethics Divi- 
sion’s provision of legal advice regarding applicable laws and regu- 
lations to the ethics officials who run the agency’s ethics program. 
In HHS, the ethics program is overseen by a Designated Agency 
Ethics Official, a DAEO, appointed by the Secretary and who, in 
our case, also heads OGC’s Ethics Division. The DAEO oversees 
and coordinates a decentralized Departmental ethics program. The 
DAEO also appoints Deputy Ethics Counselors, DECs, who are sen- 
ior management officials chosen by each operating division. Each 
of these I3ECs, along with agency heads and management are re- 
sponsible for running ethics programs tailored to the needs of ex- 
tensive, geographically dispersed workforces composed of many pro- 
fessionally trained employees with varied responsibilities. As man- 
agers closest to day-to-day operations, these DECs are equipped 
and responsible for identifying and evaluating the relevant ethics 
issues in their respective components. Additionally, the DECs and 
their staffs possess the scientific and technical expertise necessary 
to identify and resolve ethics issues in situations involving science, 
medicine, and other complex fields. 

Within their respective operating divisions, the DECs are respon- 
sible for reviewing public and confidential financial disclosure 
forms, considering outside activity requests, providing ethics advice 



506 


to individual employees, initiating ethics education and training 
programs, and ensuring that violations of the conflicts statutes or 
the conduct standards are reported to investigatory authorities and 
where appropriate, seeing that disciplinary action is taken. Indi- 
vidual employees are, of course, ultimately responsible for their 
own actions. 

As an attorney who has devoted over half of my professional ca- 
reer to serving the Federal Government and who attaches great im- 
portance to public service, my objective in leading OGC has been 
to ensure the best possible legal advice to assist in the accomplish- 
ment of HHS’ critical missions. I view the role of OGC not as mak- 
ing policy, but rather as providing those who do set policy with the 
best possible legal advice. This means that the function of my office 
is to work to identify the Department’s policy objectives and then 
to identify the range of permissible legal options to accomplish 
those policy objectives and advise on the legal and other risks asso- 
ciated with those options. Of course, legal advice is often accom- 
panied by advice regarding considerations such as appearances, 
judgment, and other factors that may be relevant to the agency’s 
situation. Where there is no established Government-wide interpre- 
tation of a law, it is the Department, then, which decides which in- 
terpretation of law to adopt and what course of action to take. In 
so doing, the Department can appropriately balance the consider- 
ations, among many others, relevant to accomplishing the agency’s 
objectives. 

I strongly believe that such advice, including advice about ap- 
pearances, is particularly important in the area of Government eth- 
ics; where the law may be arcane and complex, but where other 
non-legal factors invariably play a large role. 

Consistent with the President’s statement that, “Everyone who 
enters into public service for the United States has a duty to the 
American people to maintain the highest standards of integrity in 
Government,” I have initiated and led a successful effort to obtain 
and dedicate additional resources to enhance the Ethics Division in 
OGC. This initiative, which is already underway, will enhance the 
ability of the DAEO to scrutinize and oversee the Department’s 
ethics activities. In addition, it will dramatically strengthen the 
ability of the DAEO to oversee these programs and their officials. 

As part of this initiative, the Department will institute system- 
atic oversight of the ethics programs within the various operating 
divisions of the Department through regularized compliance audit- 
ing and program review. The initiative will increase component ac- 
countability for ethics program implementation, augment financial 
disclosure review and training development, and enhance the capa- 
bilities of the Ethics Division and the authority of the DAEO. To 
my knowledge, this will make HHS OGC’s Ethics Division the larg- 
est single legal office devoted exclusively to Government ethics out- 
side of the Office of Government Ethics. 

These efforts will help ensure that the DAEO is in the best posi- 
tion to oversee HHS’ and NIH’s ethics program in the future. The 
Department is also committed to helping the committee understand 
the past implementation of and compliance with the current ethics 
rules at NIH. In this regard, we have worked hard to solve a num- 
ber of legal issues relevant to the committee’s work and to support 
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NIH’s efforts to identify and rectify areas of concern. The goal of 
ensuring public confidence in the integrity of NIH is one that the 
Department shares with the committee and a goal we can best ac- 
complish together. 

The proposal outlined by Dr. Zerhouni today is an important 
fruit of that collaborative effort. The proposal was largely born out 
of the work Dr. Zerhouni has led to find ways to build on the rec- 
ommendations of the Blue Ribbon Panel. The Department was 
pleased to see that NIH proposed to take strong steps to provide 
additional review of awards and prohibit outside activities with 
grantees of NIH by the leadership of NIH as well as employees in- 
volved in the grants process. And the Department worked with Dr. 
Zerhouni to strengthen the proposal even further. The result has 
been a collaborative effort to address the issues raised by the com- 
mittee, including a proposed prohibition on holding of stock in indi- 
vidual biotechnology and pharmaceutical companies like that in 
place at the Food and Drug Administration. There are also pro- 
posed prohibitions on outside activities by senior NIH leadership 
with industry and extensive limitations for all other employees. As 
a lawyer, my predisposition is for bright line rules, such as com- 
plete prohibitions, which are easy to administer and interpret. 
However, the proposal balances this consideration with the needs 
identified by Dr. Zerhouni to ensure that NIH can recruit and re- 
tain the Nation’s most talented scientists and allow them to con- 
tribute to the march of human scientific progress outside the con- 
fines of the workplace. 

In conclusion, Mr. Chairman, the Department shares the com- 
mittee’s commitment to maintaining the highest ethical standards 
at NIH and thereby ensuring that the vitality and promise of NIH 
is not undermined by any lack of public confidence in the motiva- 
tions of its employees and their conduct. OGC remains committed 
to helping NIH understand applicable laws, further identify legal 
options, and give legal advice relevant to NIH’s ethics program. 
And the Department remains committed to cooperating with this 
committee in its important work. 

Thank you for the opportunity to speak with you today. And I 
would be pleased to answer your questions. 

[The prepared statement of Alex Azar follows:] 

Prepared Statement of Alex Azar, General Counsel, U.S. Department of 
Health and Human Services 

Thank you for inviting me to speak with you today to discuss ethics issues at the 
National Institutes of Health (NIH) relating to consulting arrangements and outside 
awards. 

As General Counsel for the U.S. Department of Health and Human Services 
(HHS) my office is responsible for providing representation and legal advice to HHS 
on a wide range of health and human services issues. By providing such legal serv- 
ices to the Secretary of HHS and the organization’s various agencies and divisions, 
the Office of the General Counsel (OGC) supports the development and implementa- 
tion of the Department’s programs. OGC has over 400 attorneys and a comprehen- 
sive support staff located in many locations across the United States. Our office has 
a diverse and challenging portfolio, with legal issues about technical rules for agen- 
cy programs on topics as disparate as health financing and welfare, as well as a 
broad range of general legal issues facing every federal agency such as administra- 
tive law, personnel and emplo 3 mient law, information law, and, of course, ethics. 

OGC’s main role in the area of ethics has been the Ethics Division’s provision of 
legal advice regarding applicable laws and regulations to the ethics officials who run 
the agency’s ethics program. In HHS, as in most large Cabinet Departments, the 
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ethics program is overseen by a Designated Agency Ethics Official (DAEO) ap- 
pointed by the Secretary and who, in our case, also heads OGC’s Ethics Division. 
The DAEO oversees and coordinates a decentralized Departmental ethics program. 
The DAEO also appoints Deputy Ethics Counselors (DECs), who are senior manage- 
ment officials chosen by each operating division. Each of these DECs, along with 
agency heads and management in each component, are responsible for running eth- 
ics programs tailored to the needs of extensive, geographically dispersed workforces 
composed of many professionally trained employees with varied responsibilities. As 
managers closest to day-to-day operations, these DECs are equipped and responsible 
for identifying and evaluating the relevant ethics issues in their respective compo- 
nents. Additionally, the DECs and their staffs possess the scientific and technical 
expertise necessary to identify and resolve ethics issues in situations involving 
science, medicine, and other complex fields. Within their respective operating divi- 
sions, the DECs are responsible for establishing a system for reviewing public and 
confidential financial disclosure forms, considering outside activity requests, pro- 
viding ethics advice to individual employees, initiating ethics education and training 
programs, and ensuring that violations of the conflicts statutes or the conduct 
standards are reported to investigatory authorities and where appropriate, seeing 
that disciplinary action is taken. Individual employees are, of course, ultimately re- 
sponsible for their own actions. 

As an attorney who has devoted over half of my professional career to serving the 
federal government and who attaches great importance to public service, my objec- 
tive in leading OGC has been to ensure the best possible legal advice to assist in 
the accomplishment of HHS’ critical missions. I view the role of OGC not as making 
policy, but rather as providing those who do set policy with the best possible legal 
advice. This means that the function of my office is to work to identify the Depart- 
ment’s policy objectives and then to identify the range of permissible legal options 
to accomplish those policy objectives and advise on the legal and other risks associ- 
ated with those options. Of course, legal advice is often accompanied by advice re- 
garding considerations such as appearances, judgment, and other factors that may 
be relevant to the agency’s situation. Where there is no established Government- 
wide interpretation of a law, it is the Department, then, which decides which inter- 
pretation of law to adopt and what course of action to take. In so doing, the Depart- 
ment can appropriately balance the considerations identified by their lawyers 
among many others relevant to accomplishing the agency’s objectives. 

I strongly believe that such advice, including advice about appearances, is particu- 
larly important in the area of government ethics — where the law may be arcane and 
complex, but where other non-legal factors invariably play a large role. Consistent 
with the President’s statement that, “Everyone who enters into public service for the 
United States has a duty to the American people to maintain the highest standards 
of integrity in Government,” I have initiated and led a successful effort to obtain 
and dedicate additional resources to enhance the Ethics Division in OGC. This ini- 
tiative, which is already being implemented this year, will enhance the ability of 
the DAEO to scrutinize and oversee the Department’s ethics activities. In addition, 
it will dramatically strengthen the ability of the DAEO to oversee these programs 
and their officials. 

As part of this initiative, the Department will institute systematic oversight of the 
ethics programs within the various operating divisions of the Department through 
regularized compliance auditing and program review. The initiative will increase 
component accountability for ethics program implementation, augment financial dis- 
closure review and training development, and enhance the capabilities of the Ethics 
Division and the authority of the DAEG. To my knowledge, this will make HHS 
OGC’s Ethics Division the largest single legal office devoted exclusively to govern- 
ment ethics outside of the Office of Government Ethics. 

These efforts will help ensure that the DAEO is in the best position to oversee 
HHS’ and NIH’s ethics program in the future. The Department is also committed 
to helping the Committee understand the past implementation of and compliance 
with the current ethics rules at NIH. In this regard, we have worked hard to solve 
a number of legal issues relevant to the Committee’s work, as well as to support 
NIH’s efforts to identify and rectify areas of concern. The Committee’s oversight in 
this area has also been helpful in identifying areas of concern. We hope these steps 
have aided the Committee’s work and helped provide insight into the relevant proc- 
esses and issues. The goal of ensuring public confidence in the integrity of NIH is 
one that the Department shares with the Committee and a goal we can best accom- 
plish together. As NIH moves forward, with the help of the Department and my of- 
fice, to address those concerns, the Department continues to value the Committee’s 
informed views and welcome the Committee’s suggestions regarding steps that may 
be taken to ensure that the tremendous trust that the Congress and the public place 
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in NIH is as unquestioned as the vast contributions NIH has made towards advanc- 
ing the nation’s health and the promise it holds to continue doing so. 

The proposal outlined by Dr. Zerhouni today to strengthen the ethics rules at NIH 
is an important fruit of that collaborative effort. The proposal was largely born out 
of the work Dr. Zerhouni has led to find ways to build on the recommendations of 
the Blue Ribbon Panel, which were a helpful starting point. The Department was 
pleased to see that NIH proposed to take strong steps to provide additional review 
of awards and prohibit outside activities with grantees of NIH by the leadership of 
NIH as well as employees involved in the grants process. And the Department 
worked with Dr. Zerhouni to strengthen the proposal even further. The result has 
been a collaborative effort to address the issues raised by the Committee, including 
a proposed prohibition on holding of stock in individual biotechnology and pharma- 
ceutical companies like that in place at the Food and Drug Administration (whereby 
such holdings are prohibited for all employees that file financial disclosure reports, 
and there is a $5,000 limit on such holdings by other employees. There are also pro- 
posed prohibitions on outside activities by senior NIH leadership with industry and 
extensive limitations for all other employees. As a lawyer, my predisposition is for 
bright line rules, e.g., complete prohibitions, which are easy to administer and inter- 
pret. This Committee’s oversight work has also demonstrated the difficulty in apply- 
ing complicated rules to real world scenarios. However, the proposal balances this 
consideration with the needs identified by Dr. Zerhouni to ensure NIH can recruit 
and retain the nation’s most talented scientists and allow them to contribute to the 
march of human scientific progress outside the confines of the workplace. 

In conclusion, the Department shares the Committee’s commitment to maintain- 
ing the highest ethical standards at NIH and thereby ensuring that the vitality and 
promise of NIH is not undermined by any lack of public confidence in the motiva- 
tions of its employees and their conduct. OGC remains committed to help NIH un- 
derstand applicable laws, further identify legal options, and give legal advice rel- 
evant to NIH’s ethics program. And OGC remains committed to cooperating with 
this Committee in its important work. 

Thank you for the opportunity to speak with you today. I would be pleased to an- 
swer your questions. 

Mr. Greenwood. Thank you very much, sir, for your testimony. 

The Chair recognizes himself for 5 minutes. 

And let me just again editorially comment that it is probably the 
case that the NIH has the most complicated set of circumstances 
around which to build an ethical system because of the outside ac- 
tivity and because of some of the recruiting issues. But it is my 
sense that with what you have proposed and a couple of things that 
we may need to do legislative, I think the NIH will end up with 
the tightest ethical standards anywhere in the Federal Govern- 
ment. 

Let me just be very clear. Dr. Zerhouni, with regard to outside 
activity and disclosure. Is it your proposal that all, every single ap- 
proved outside activity would be disclosed or is there 

Mr. Zerhouni. This is my intent. Obviously, we are going to 
have to work with the current laws as to what can or cannot be 
done and how it can be done. But that is my intent. 

Mr. Greenwood. Mr. Azar, what impediments might there be to 
full disclosure, public disclosure and to the extent that there, what 
might we need to do legislative to overcome them? 

Mr. Azar. Mr. Chairman, we believe that it is possible for us to 
get to work to get the — it is called the 520 form on which outside 
activities are required and approved, to get those made public. Put 
them up on the Internet if the NIH wishes to put them as part of 
the data base. 

What the agency will have to do to do that, and we have pro- 
vided them with advice this, will be to either get the Office of Gov- 
ernment Ethics to modify their system of records under the Privacy 
Act in which the form 520’s kept or something we could ourselves. 
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create our own system of records in which the ethics forms, the 
520’s would be kept, and have listed as one of the disclosures when 
you create that system of records that it would be disclosed auto- 
matically on the Internet once filed. 

So these are things that we will work very collaboratively with 
NIH to help them achieve their goal, but it is definitely something 
that can be done. 

Mr. Greenwood. My counsel advises me that the Office of Gov- 
ernment Ethics thinks that there may be some impediments to that 
disclosure. And so I ask you to work with us to the extent that 
there are any basis for legal challenge to that disclosure, we would 
want to clarify that in the reauthorization statute so that we can 
have this full disclosure. 

Dr. Zerhouni, given all of the restrictions and controls, let us be 
clear. Tell us what kind of outside consulting arrangement do you 
envision as being permissible under this system. 

Mr. Zerhouni. Obviously, outside consulting, outside work for 
editorial matters, writing a textbook, getting a contract from a pub- 
lishing. I am assuming that is not the point of the discussion. 

In terms of relationship with industry, for an employee who is 
not in the senior leadership, so let us say for example you were an 
expert on West Nile virus or the genetics of a particular process. 
And that, in fact, it turns out that the same technique and the 
same field of science that you are in is important because there is, 
for example, a potential to develop an alternative treatment for an- 
other disease. You may be asked to consult for that. It is not part 
of your official duty; that is where we will define that. And one of 
the issues 

Mr. Greenwood. Well, clearly, if it is within the scope of your 
official duties, you will not be compensated for that? 

Mr. Zerhouni. That is not allowed. No, you cannot be com- 
pensated. And the determination now is not going to be done by an 
ethics officer alone. It is going to be done by the NEAC, which has 
scientists on its board who understand and can get advice on that 
field of science. 

A good example would be a plant genetics company that wants 
to get advice from a human genome researcher. There is no overlap 
there. Would we prevent that advice from being given? No. If some 
other company says well I want to know about human genomics in 
a field that relates to what, that would be prohibited. 

Mr. Greenwood. And we have discussed this before, but I think 
it is also important to us and for the public confidence, that there 
be very clear rules about allocation of time so that if someone is 
literally moonlighting, they are working in the evening after their 
normal duties, they are working on the weekends, if they are using 
their vacation time, you know that is fine. But we do need to be 
clear that we are not paying people to be sitting at their desks at 
the NIH and doing work for which they are being paid by an out- 
side private entity. 

Mr. Zerhouni. I take your point. We are establishing a system 
that will have, again, recording centrally of the activities. Four 
hundred hours is about 6 hours a week; people can do this 1 hour 
a day. So it is not very large. It is much less than universities will 
do. But I think it is important to allow that and limit on dollars 
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will also restrict that. But we will try to put systems — and I agree 
with the devil is in the details comment that you made, Congress- 
woman DeGette. We will have to work that through, but we intend 
to monitor that. 

Mr. Greenwood. Thank you. Dr. Zerhouni. 

The gentlelady from Colorado. 

Ms. DeGette. Thank you, Mr. Chairman. 

Mr. Azar, I wanted to ask you a couple of questions. One con- 
cern, I mean OGC has, I think you said in your testimony, over 400 
attorneys but they are not all doing ethics. They are doing all the 
legal work of HHS, right? 

Mr. Azar. Yes, ma’am. 

Ms. DeGette. How many of them are concentrating on ethics? 

Mr. Azar. We have eleven individuals currently in the ethics di- 
vision. The number of attorneys in that, I believe it is approxi- 
mately six, maybe seven attorneys. 

Ms. DeGette. So six or seven of the 400 attorneys are doing eth- 
ics. 

Mr. Azar. Yes. 

Ms. DeGette. Now, where are they based? Are they based 
throughout the agency or are they based in one office? 

Mr. Azar. The head of that office, the Designated Agency Ethics 
Officer and Associate General Counsel for Ethics is located in the 
Humphrey Building on the same floor that I am on, right above the 
Secretary’s floor as well as several of the attorneys. But two of the 
slots are located physically out at NIH to assist NIH directly. And 
then another 

Ms. DeGette. And there, I would assume, they are located in Dr. 
Zerhouni’s office in the administration office? 

Mr. Azar. They are in Building 31, which is where most of the 
administrative staff are. Dr. Zerhouni is in Building 1, but they are 
with I think most of the center directors in Building 31. And they 
are also with — we have a branch of lawyers that assist the NIH 
regularly on other substantive matters, and they are now colocated 
with them. So there can be some extra support. 

I do not mean to say that the only lawyers who ever touch an 
ethics issue are the people in the ethics division. 

Ms. DeGette. Sure. 

Mr. Azar. For instance, the regional chief counsels will assist the 
regional administrators on ethics issues. And all lawyers should be 
versed somewhat in the ethnic provision 

Ms. DeGette. Well, one thing I have been concerned about, and 
I shared this with Dr. Zerhouni, is when you have 27 institutes and 
you have ethics personnel dispersed through those institutes, part 
of the problem they have had, they have had no consistency with 
administering ethical rules. Is that correct. Dr. Zerhouni? 

Mr. Zerhouni. You are correct. 

Ms. DeGette. And one of the goals I think of these new proposed 
rules which is important is to get it all centralized into one office 
so there is one set of standards being applied and also so that the 
individuals approving or deciding on different requests are not im- 
mediately there with the individuals. Correct, Dr. Zerhouni? 

Mr. Zerhouni. That is correct. 
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Ms. DeGette. Now, do you agree with that, Mr. Azar, in terms 
of trying to reform the rules here? 

Mr. Azar. That is why I think Dr. Zerhouni’s efforts to create the 
NIH Ethics Advisory Committee, a centralized process is very good. 
It also provides a peer review background of support for the DEC 
for the entire NIH and helps to centralize those decisions. And so 
we can also provide our legal advice, which we provide them with 
support as they make those decisions, we can provide that centrally 
as well as to the DECs at each institute. But I think the more 
things are handled centrally, I think that is a very important point. 

Ms. DeGette. Okay. I want to ask you, I want to turn a little 
bit to a different issue. That is the issue of who exactly do these 
HHS lawyers who show up at our committee investigations rep- 
resent? Now, if you take a look at tab 25 in the notebook you will 
find a letter dated April 16, 2002 from yourself to Chairman Tau- 
zin and Greenwood. Do you recognize that letter? 

Mr. Azar. Yes, Congresswoman. 

Ms. DeGette. Now, on page two there is a paragraph at the top. 
And that paragraph says in part “department attorneys who ac- 
company an employee at FDA to an investigative interview will not 
inform any department officials about the substance of the inter- 
view." The first sentence of that is “It is important to stress that 
department attorneys represent employees in their personal capac- 
ity.” Correct? 

Mr. Azar. That is what the letter agreed. Yes. 

Ms. DeGette. Yes. And that has actually been the longstanding 
policy of the department, correct? When you send attorneys over to 
represent an individual, they are there representing the individual? 

Mr. Azar. Actually, if I could clarify that. There was an agree- 
ment in 1995 between the prior Administration regarding dealings 
with FDA, and it is unclear in the text of it whether they are oper- 
ating under official capacity or personal, but what information 
would be shared. This was a unique 

Ms. DeGette. Okay. Yes, I understand. However, your letter to 
Chairman Tauzin was dated April 16, 2002. And I have got to say 
as a former lawyer myself, this is pretty clear what it says, right? 

Mr. Azar. Well, I was trying to clarify that this is not how the 
department operates generally. This was and is a special accommo- 
dation that was done with this committee at the committee’s re- 
quest during the Imclone investigation to do that matter. 

Ms. DeGette. Can you tell me where in this letter it says that 
this policy was only in effect for the Imclone investigation? 

Mr. Azar. It refers to the fact, I believe that if I could look 
through this, explaining the role of attorneys from the Office of 
General Counsel with respect to interviews of FDA employees in 
the Erbitux, the Imclone matter. 

Ms. DeGette. No. It does not say in the Imclone matter. 

Mr. Azar. I am sorry? 

Ms. DeGette. I mean it talks about the Imclone matter. 

Mr. Azar. It says the Erbitux matter. 

Ms. DeGette. That is what was going on then, but it does not 
say that this is policy was limited to the Imclone matter. 

Plus, why would you have a policy that when lawyers come over 
with witnesses that only with respect to one investigation the pol- 
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icy is this way, but in every other investigation including ethics at 
the NIH, that the policy is different? 

Mr. Azar. The department generally when we provide counsel, 
provides them as official counsel to assist not only the witness, 
often at their request, to assist them in preparing to deal with the 
committees, to assist them so that they feel more comfortable in 
working with the committee and so that they can be better pre- 
pared in assisting the committee. 

The committee in the Imclone matter, this was the first dealing 
that we had with the committee on this type of matter. The com- 
mittee had asked that we clarify their role as personal counsel. We 
were happy to do that in that instance. 

If I could explain. Congresswoman. We subsequently learned 
that I had basically gotten bad advice in terms of what the role of 
the attorneys could be. That only the Justice Department appar- 
ently can authorize the representation of employees in their per- 
sonal capacity creating a personal attorney/client relationship. 

Ms. DeGette. Okay. Can I just ask one question, because my 
time is up? Did you ever inform committee staff that you had got- 
ten that clarification from the Justice Department? 

Mr. Azar. We believed, and I want to start by apologizing to you 
and to the members of the committee. 

Ms. DeGette. That would be a good start. 

Mr. Azar. I want to apologize. We thought in the context of the 
FDA in June 2003, in the context of interviews the next after 
Imclone, the next interviews, interactions we had with the com- 
mittee was regarding an FDA importation proceeding where John 
Taylor of his staff were being interviewed. And we had instructed 
the line attorneys who were coming over when the committee 
asked, you know when they were scheduled to interview, we had 
instructed them to make clear to the staff that they were serving 
as official counsel, not as personal counsel. Obviously 

Ms. DeGette. Well, why did you not write a letter like you wrote 
in 2002? 

Mr. Azar. Obviously, I — obviously I apologize that we — that we 
were not clear enough. We thought for lawyers when we say we are 
representing in the official capacity not personal capacity, that — 
that says it all for us. But 

Ms. DeGette. But you do not have any idea whether they said 
that or not? 

Mr. Azar. It is my understanding that the lawyer did say it at 
the interview with Mr. Taylor. But I do want — I do not want to try 
to explain this away. As soon as in the NIH interview context, as 
soon — I think it was in the context of Dr. Katz’, scheduling of his 
interview, as soon as we learned that the committee was operating 
under the impression of this Imclone arrangement, we raised it and 
said we were not operating under that assumption, and the depart- 
ment sat down with the committee to work out an agreement. We 
now have an agreement to serve as official counsel but with a re- 
striction on the sharing of information. 

And, again. Congresswoman, I am very sorry if we were not clear 
enough in communicating. I had intended that that be clear. I am 
sorry that we did not do it clearly enough. And I just hope you will 
accept my apology. Certainly it was not from any bad intent. We 
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just — we always want to try to keep our role as counsel clear with 
the committee. And I hope that we will he able to work on a going 
forward basis in a productive way under the agreement. 

But that really was our intent. And I am very sorry for any 

Mr. Greenwood. The time of the gentlelady has expired. 

The Chair recognized the chairman of the full committee, Mr. 
Barton. 

Chairman Barton. Thank you, Mr. Chairman. 

Dr. Zerhouni, I want to again compliment you on the rec- 
ommendations that you have presented to this subcommittee. I 
want to ask a question about the National Institutes of Health Eth- 
ics Advisory Committee. How long has that been established? 

Mr. Zerhouni. We established this committee November 2003. 

Chairman Barton. November 2003? So it is not yet a year old? 

Mr. Zerhouni. No, it is not yet a year old. 

Chairman Barton. And the formal membership are your insti- 
tute directors? Are you a member of that committee? 

Mr. Zerhouni. My deputy director, who is the — I have des- 
ignated as the agency ethics, the DEC for the agency is a member. 
My director for intramural science. Dr. Michael Gottesman is a 
member. 

We have a selection. Not just institute directors. There are sci- 
entists also on the grounds and ethics officers of the NIH. We re- 
cruited Mrs. Holli Beckerman Jaffe who now works in ethics in my 
office to oversee that. 

I do not sit personally on the meeting. 

Chairman Barton. Okay. What is the total membership of the 
formal board? 

Mr. Zerhouni. I don’t have that exact number. 

Chairman Barton. Thirty people? Forty people? 

Mr. Zerhouni. No, it is about — no, it is small. Ten people. 

Chairman Barton. Ten people? Do they have a permanent staff? 

Mr. Zerhouni. Do they have a permanent — well, as I said, the 
ethics division of my office, the Office of the Director, is basically 
staffing that committee, Ms. Holli Beckerman Jaffe was recruited. 

Chairman Barton. But that is at your — they have no formal 
staff of their own? The staff they have are staff that has been de- 
leted from your office? 

Mr. Zerhouni. That is correct. 

Chairman Barton. Okay. The recommendation that you pre- 
sented to this subcommittee I think are excellent. What has been 
the response within the NIH of these recommendation? Are people 
resistive or are they supportive, or do they feel like they have had 
their hand caught in the cookie jar. I mean, what is the general 
reaction? 

Mr. Zerhouni. I would say mixed. I talked to the directors yes- 
terday. I had a special meeting of the institute directors to go over 
what I was recommending. I would say that in the issues that re- 
late to clerical practice, for example, they really want that to con- 
tinue and I do not think there is an issue. 

They were very strongly in favor of continuing pure academic ac- 
tivities. I think the restrictions, they are concern about the restric- 
tions having two impacts; one is moral in the troops. And uncer- 
tainty of how we solve this issue is also impacting them and their 
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ability to recruit, and my own ability to recruit. But most impor- 
tantly, their concern that over time it would harm recruiting 
because 

Chairman Barton. Did any of them show any concern about 
maintaining and restoring the public trust? 

Mr. Zerhouni. Oh, yes. I should have started with that. Abso- 
lutely, positively. I have polled every single one of them and they 
told me the following: Do whatever you need to do to absolutely re- 
move this cloud from NIH. We will give you our support. 

So I have the total support of all the NIH directors. Goal No. 1 
is to reestablish that public trust. 

Chairman Barton. What, if any, legislative action do you need 
on these recommendations? 

Mr. Zerhouni. This is something that we are evaluating, obvi- 
ously, as we speak. There are things that I think we can imple- 
ment. There are things that could be handled with supplemental 
regulations. I am not clear at this point. This is still, obviously, a 
proposal that needs to be worked out. And if there are changes, we 
will let you know, Mr. Chairman. 

Chairman Barton. Okay. Well, we want to work with you on 
that. 

I want to read from your prepared testimony on your bullet that 
is headed “Outside activities with industry.” And I quote, “I intend 
to prohibit senior NIH employees as well as all employees involved 
in extramural funding decisions or cooperative research and devel- 
opment agreements from consulting with industry for compensation 
or any other form of enumeration.” 

What has been the response to that recommendation, which I 
think is one of your key recommendations? 

Mr. Zerhouni. Full support. 

Chairman Barton. Full support. So there is no reluctance on 
that? 

Mr. Zerhouni. No. 

Chairman Barton. What about the next one, participation on in- 
dustry boards, “I seek to prohibit all NIH employees from member- 
ship on corporate boards of the pharmaceutical and biotechnology 
industries.” 

Mr. Zerhouni. Full support. 

Chairman Barton. Full support of that one, too. 

Okay. My time is about to expire. I want to ask a general ques- 
tion about our next panel. We have a situation where CRADA was 
established with a company called Correlogic. And at some point in 
time the NIH scientists who were working on that CRADA became 
secretly involved or secret employees of a competitive company 
called Biospect. Do you have any general comments on whether 
that is a concept that should be supported or prohibited? 

Mr. Zerhouni. This actually was the tipping point for me. When 
that happened, that came up to light, I said we need the complete 
scrubbing, complete reform. That is not appropriate. 

Chairman Barton. But in your opinion that should not be a gen- 
eral practice that somebody that is working with one company se- 
cretly goes to work for another company? You would agree with us 
if we wanted to prohibit that by — I do not know that we need to 
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do it by statute, but the fact that that should not be allowed is 
something that you agree with? 

Mr. Zerhouni. I agree with that. 

Chairman Barton. Okay. 

Mr. Chairman, my time has expired and I yield back. 

Mr. Greenwood. The Chair is always prepared to be lenient 
with the clock with the chairman, but the Chair thanks the gen- 
tleman for yielding back and recognizes the gentlelady from Chi- 
cago. 

Ms. SCHAKOWSKY. Thank you. This is the first of the three hear- 
ings that I have attended, so I hope we are not going over some 
of the same ground. I want to talk about the basic policy questions 
here. It seems to me we are trying to protect the public interest 
over the private interest concerns of some employees of NIH. Why 
would it be in the public interest to ever allow any Government 
employee to sign a contract that would prohibit that employee from 
informing the government of exactly what has been asked of him 
or her, and what he or she may have done in fact for a profit-seek- 
ing entity that hires them? 

It is my understanding that scientific advisory boards require 
confidentiality as do most if not all employment contracts of any 
kind in the biotech or drug development private sector field. How 
can that in the public interest? 

Mr. Zerhouni. Well, first of all, in terms of board membership, 
we are prohibiting that. I agree that there is an issue there. 

In terms of the public’s interest, I think it is very important that 
there is a public interest that is balanced by three different as- 
pects. One, obviously, is the elimination of conflict or the appear- 
ance of conflict, which is what we are trying to do. 

Second, it is translation of knowledge is encouraged by Congress. 
There is a mandate for us to accelerate the translation of whatever 
discoveries into real benefit. 

Third, I think there is a public interest in having the ability to 
recruit an retain the best possible scientists for Government serv- 
ice. And this is the balancing that I have, you know, have had to 
do by prohibiting completely activities or interactions with industry 
for those who have authority, that accomplishes that goal. How- 
ever, it does not recognize the dual nature of NIH. 

NIH is also a scientific laboratory. And we are recruiting individ- 
uals of the highest competence who we are asking to do work for 
the public’s interest. So those individuals, you know I have to com- 
pete in the marketplace of ideas and in positions with 200 other 
universities. So unlike other Government employees whose job in 
the Government is specific to Government, like myself for example. 
There is not another NIH in the private sector that I could be di- 
rector of. So for me it is absolutely clear. I am making the choice 
to serve the Government. There is no equivalent job. 

If I am a scientist with no authority in a pure laboratory who 
comes to NIH because we want to work on West Nile virus, for ex- 
ample, that scientist has knowledge which is really very precious. 
To prohibit that scientist from having interaction will basically go 
counter to the public interest 

Ms. ScHAKOWSKY. I am getting at the confidentiality issue. 
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Mr. Zerhouni. Okay. Now, in terms of the confidentiality, I 
agree with you, and this is what I mean by process change. 

In the past what we did is basically there was a self-declared 
statement that said well, I am consulting with company X. What 
the NEAC is going to do is review the source documents and pass 
judgment on the source documents rather than any other docu- 
ment. 

Now, in terms of confidentiality of scientists who have no author- 
ity and so on, sometimes it relates to intellectual property issues 
and protection of intellectual property is a legitimate concern of 
both the government and the private industry. So that is the realm 
where I think you can see the logic of having confidentiality. But 
board membership 

Ms. ScHAKOWSKY. I guess we have a lot of battles about that. 
But if you have someone whose mandate is to advance scientific 
discovery and who is also working for a company where some of 
that discovery may be defined as proprietary, then it seems to me 
that you have a conflict that is not resolved in the public interest, 
but rather in the private interest. 

Mr. Zerhouni. Well, in terms of fiduciary responsibilities if you 
were a board member or we had an employee relationship with 
that company, I would agree with you. We are banning that. There 
is no more of these relationships. However, when you talk about 
the public’s interest, let me give you an example. 

Rare disease, no interest from major pharmaceutical companies. 
Some small company is trying to do that. Is it in our best interest 
to help that company even though the intellectual property needs 
to be protected for that company? 

It is the same logic that we have in the CRADA relationship that 
was an official one, and we disagree that in that context you should 
allow somebody to then work for the competitor. We just had this 
discussion with Chairman Barton. It is the same thing in this case. 
There are legitimate reasons to help translate technology, and I do 
not want to ban them. 

Ms. SCHAKOWSKY. My time is up. But let me just say that it 
seems to me whatever we put in place, and I think I would be in- 
clined to even go further than your recommendations, what obvious 
is that oversight — our oversight capacity — has to really be im- 
proved. Because what you are telling us that even the current rules 
which we and you have found to be very lax have not been en- 
forced. And, since we are in such sensitive areas, my concern would 
also be that, in the implementation of any changes you make, the 
public interest is clearly preserved. 

Mr. Zerhouni. Appreciate it. 

Mr. Greenwood. The time of the gentlelady has expired. 

The gentleman from Oregon, Mr. Walden for 5 minutes. 

Mr. Walden. Thank you very much, Mr. Chairman. 

Dr. Zerhouni, I want to commend you for your efforts to try and 
clean up the mess that you inherited that dates back some 9 years. 
And I know the work must be difficult trying to balance, making 
sure we maintain the best research minds in the world, working at 
NIH and not lose them all out to the private sector and yet deal 
with these conflicts. 
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The Los Angeles Times, I think it was back it was back in De- 
cember, featured six case studies. I am assuming you are familiar 
with that article. How would each of those cases fared under your 
proposed restrictions that you have outlined today? 

Mr. Zerhouni. Well, clearly if I recall, three of the cases were 
two directors of clinical centers. That would be completely out. 

There was a scientific director. That would be completely out. 

There were two others that would be just scientists in the labora- 
tories. They would be limited to 25 percent at 400 hours so it would 
have drastically limited the amount that would have been done. 

Mr. Walden. Right. 

Mr. Zerhouni. And we would have reviewed not just their state- 
ment of what the work was, but the specific scientific content 
through the NEAC. 

So I think that that is pretty much; two of the six would have 
been reviewed, three or four of the six would have been prohibited. 

Mr Walden. All right. Prohibited. 

I want to get back to this issue of the 400 hours as well. Because 
it seemed to me from one of the prior hearings that I sat through 
that those hours are outside of the sort of standard 40 hour work 
week, correct? 

Mr. Zerhouni. That is correct. 

Mr. Walden. So when we’re talking about somebody can 
earn 

Mr. Zerhouni. Weekend time, vacation time, personal. 

Mr. Walden. But it does not eat into the 40 hour work week or 
whatever their work week is at NIH? 

Mr. Zerhouni. No, it does ont. 

Mr. Walden. Okay. Perfect. 

And then after reviewing the data produced to the committee by 
the various drug companies, the staff discovered some consulting 
agreements between Pfizer and a Dr. Pearson Trey Sunderland to 
the tone of $517,000 paid to Dr. Sunderland over a period of 5V2 
years in six contracts. NIH apparently did not provide the com- 
mittee with any paperwork on these agreements and the agree- 
ments were not itemized on the 520 disclosure forms for Dr. Sun- 
derland. 

We have assurances from Pfizer that its reporting of the agree- 
ment is correct as far as Pfizer’s internal records are concerned. 
When staff questioned the agency about these agreements, they 
were not able to provide us with a reasonable explanation. Have 
you been made aware of this problem and what, if any, specific 
knowledge do you have of the situation? 

Mr. Zerhouni. Right. I was made aware of that problem Friday, 
I believe, just before — Friday past. And since then my staff has 
worked, you know, to look up the records and find out exactly what 
the essence of the issue is. But from the preliminary report that 
I have I think there is grave concern here that neither the public 
disclosure forms, because that individual is subject to disclosure re- 
quirements or the procedures that should have been in place even 
by that time were followed. This is our preliminary evaluation. We 
will continue to make sure that what I am saying here is docu- 
mented. 



519 


Mr. Walden. Now if that indeed is the case, would your rec- 
ommended changes in the ethics standards 

Mr. Zerhouni. Okay. 

Mr. Walden [continuing]. Would they have caught this? Or, I 
mean, it sounds like this person if indeed what the preliminary in- 
vestigation shows is correct, we have got laws in place. 

Mr. Zerhouni. Right. 

Mr. Walden. So somebody is still slipping through the net. How 
do we do prevent that? 

Mr. Zerhouni. Excellent question. That is the relevant question, 
I think, Mr. Walden. 

No. 1, the fact that we will have a centralized data base of all 
the activities is very important. 

No. 2, the fact that we want to make public disclosure of every 
activity. We will allow any third party player out there to know 
who is doing what. So competition between 

Mr. Walden. But what triggers data into the data base? Is that 
the filing of the 520? 

Mr. Zerhouni. That is right. 

Mr. Walden. But if the person does not file a 520, how do we 
get at that? 

Mr. Zerhouni. Right. Okay. So the random audit system that we 
envision is going to be the sort of try to catch back. Because, obvi- 
ously, you cannot legislate morality. 

Mr. Walden. Right. 

Mr. Zerhouni. And that is hard. But through the random audits 
we can Google — that is the word now in the English language — 
every scientific activity out there and match it against ours. So any 
name of any NIH employee would appear in the Google activity 
that we would then look and cross-correlate with our data base. 
That is our intent. 

Mr. Walden. So, okay, with the data base, but again, you see, 
you’d be looking for a negative then, because if the person didn’t 
file a 520, the data wouldn’t be in the data base. 

Mr. Zerhouni. Right. 

Mr. Walden. But your name would show up. 

Mr. Zerhouni. Right. 

Mr. Walden. Have you tried that just in this case, for example? 

Mr. Zerhouni. No. It happened Friday. I haven’t had the time 
to look at that. 

Mr. Walden. It would be interesting, because in essence, if they 
didn’t file a 520, they’re not in a data base that doesn’t exist any- 
way right now. 

Mr. Zerhouni. But again, the important component of that too 
is through good controls and implementation of disciplinary rules. 
I think you will send a message to the community that there is a 
new era in ethics, new day. 

Mr. Walden. Well, clearly a half a million dollars over 5 V 2 years 
is a pretty big problem, so I’m glad that you’re on it. 

Thank you, Mr. Chairman. 

Mr. Greenwood. The Chair thanks the gentleman and recog- 
nizes the gentleman from California, Mr. Waxman, for 5 minutes. 

Mr. Waxman. Thank you very much, Mr. Chairman, Dr. 
Zerhouni, Mr. Azar. I’m pleased to see you. 
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I think it’s an important function of the Congress to oversee how 
the Government is operating and whether the President has been 
a Democrat or a Republican, one of the most effective ways for 
Congress to learn about how the Government is operating is by 
talking to Government employees who are actually implementing 
the policies. 

I’m not alone in this view. Throughout the last century, Congress 
has repeatedly passed laws protecting its right to receive truthful 
information from Federal employees and the Supreme Court has 
repeatedly endorsed that right. Yet, in my decades in the Congress, 
I don’t think I’ve ever seen an Administration that has so consist- 
ently attempted to deter Government employees from providing 
truthful information to Congress. 

We’ve already heard about the Administration’s decision to send 
Agency attorneys to these interviews and I gather that seemed to 
be some kind of misunderstanding, but I would think that employ- 
ees must feel somewhat reluctant to talk when they are off on their 
own. That’s been the subject of a lot of discussion today. 

I want to ask about a series of other actions by this Administra- 
tion whose purpose appears to be to prevent HHS employees from 
speaking candidly to Congress and particularly to Democratic 
Members of Congress. 

I’ve recently learned of an FDA memo informing employees that 
they should refuse to speak to Congressional staff if called and that 
if forced, should not speak unless an employee from the Adminis- 
tration’s Legislative Office could sit in and monitor the conversa- 
tion. 

Mr. Azar, do you acknowledge, would you acknowledge whether 
the Administration has adopted a policy barring Government em- 
ployees from speaking to Members of Congress or the staff unless 
the Administration can hear everything that is said? 

Mr. Azar. Congressman Waxman, other than having read some- 
thing in the press about that. I’m not terribly familiar with that 
particular instance that you’ve mentioned, but I would tell you that 
as far as I understand, if an individual wishes to speak to Congress 
in that kind of an interview oversight setting, we would not, in 
working with this committee, for instance, with official counsel, 
force ourselves on them. We view it as a service to the employee. 
If the employee wishes to speak to Congress without us being 
present, I certainly, it would not be my view that we should inject 
ourselves. 

And so if you would permit. I’d like to look into that situation 
at the FDA and get back do you on the 

Mr. Waxman. It’s my understanding that whenever an employee 
of the Department of Health and Human Services wants to talk to 
a Member of Congress or staff, that someone has to be brought in 
from the Department. 

Mr. Azar. We generally, I know that the legislative individuals 
generally try to be available to assist and coordinate to make sure 
balls don’t get dropped to provide assistance to the employees, but 
I can’t imagine that if an employee wished to speak to Congress 
about matters like that without Departmental people present, that 
we would have any objection to that or want to get in the way of 
that, Mr. Waxman. 
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Mr. Waxman. I appreciate that and I assume the reverse is also 
true of a Member of Congress wants to talk any employee. That 
employee would feel that he or she would feel that they’re able to 
talk to us without someone from the Department being present? 

Mr. Azar. If that was their desire, yes. 

Mr. Waxman. Earlier this year, it was widely reported that the 
Bush Administration ordered the Chief Medicare Actuary not to re- 
spond to requests from Democratic members about the projected 
costs of the Medicare Drug Benefit and projected costs of the bill 
was absolutely central to the debate about whether the bill was 
good or bad policy. And yet, the Administration insisted and I 
think is still insisting that Members of Congress were not entitled 
to this information. Are you familiar with that situation? 

Mr. Azar. I am, yes. 

Mr. Waxman. In addition, I want to point out that from the be- 
ginning of this Administration, I’ve written to HHS on a number 
of occasions seeking information about HHS policies. In past Ad- 
ministrations, whether Democratic or Republican, letters have al- 
ways received a response. They may not have been the response I 
was looking for, but we always got a response. 

In this Administration, however, it appears that a new policy of 
ignoring congressional inquiries has been instituted. Over 15 of the 
letters I’ve sent to HHS since the start of the Bush Administration 
have received no response whatsoever, complete silence. And when 
my staff has asked for briefings, many of the requests have never 
been responded to. 

Over 9 months ago, my staff asked for a briefing on the use of 
Nonoxynol-9 in condoms. A briefing was scheduled and canceled, 
scheduled and canceled and then postponed indefinitely. No infor- 
mation has been provided. And when briefings have been provided, 
long time career Government employees who have met with our 
staff have been unwilling to speak freely with their political bosses 
listening in. Indeed, they’re hardly willing to say anything of sub- 
stance. It was obviously they were seriously intimidated by Admin- 
istration’s information gatekeepers. 

Do you think it’s appropriate for the executive branch to refuse 
to answer letters from Members of Congress or requests for brief- 
ings? 

Mr. Azar. I can tell you that the Secretary has made it a priority 
since he’s been in office to try to be responsive to correspondence 
from Congress. I’d be happy to look into your articles of correspond- 
ence that haven’t been responded to. Obviously, we get — the De- 
partment does get a very large volume of questions and correspond- 
ence from Congress and that has to be handled. But I’ll be happy 
to check into that to see what the status is of responses to you. 

Mr. Waxman. I appreciate that. And the other thing I want to 
raise with you is that I’ve heard that specifically an employee was 
told at FDA, or all the employees were told at FDA that in 2001 
by senior officials that career FDA employees were not to be per- 
mitted to speak to congressional staffers and they specified which 
ones and if they did, they’d be fired. 

Do you think that would be proper? I don’t know if you’re famil- 
iar with that incident. But do you think that would be proper? 
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Mr. Azar. Again, I am not familiar with that and I’d want to 
know all of the facts and circumstances around that, but as I’ve 
said, as a general matter, I don’t think the Department tries to get 
in the way of individuals who would like to speak with Members 
of Congress about issues. 

Mr. Waxman. I’m going to send you more information about that 
incident. 

Mr. Azar. Thank you. 

Mr. Waxman. In conclusion, I just want to point out that one of 
the letters that has remained unanswered was a letter to you, Jan- 
uary 20, 2004, asking for information about ethics waivers issued 
to HHS employees related to negotiations for prospective employ- 
ment, particularly with regard to Tom Scully. 

Is there any reason you haven’t answered that letter? 

Mr. Azar. My understand is that letter was, as all congressional 
correspondence, was referred over to the Department where that’s 
handled and I had thought that that had been responded to. I will 
check on that. I’m sorry if you’ve not gotten a complete response. 
I thought you had gotten your response on that. 

Mr. Greenwood. The time of the gentleman has expired. The 
gentleman, Mr. Bilirakis, is recognized for 5 minutes. 

Mr. Bilirakis. Thank you, Mr. Chairman. Getting back to the 
subject matter of this hearing, Mr. Azar, are you the chief ethics 
office for the Department of Health and Human Services? 

Mr. Azar. Actually, the way the Government ethics system is op- 
erated, the Secretary directly appoints an official to serve as the 
designated agency ethics officer and that individual is a direct re- 
port to the Secretary. And that is a gentleman named Ed Swindell 
who testified at the last hearing before this committee. And he 
serves as the point of contact, the liaison, with the Office of Gov- 
ernment Ethics and also works with an overseas, a very decentral- 
ized ethics process 

Mr. Bilirakis. You’re chief counsel? 

Mr. Azar. Exactly, sir. 

Mr. Bilirakis. So he works in a 

Mr. Azar. Yes. In his role as Associate General Counsel, pro- 
viding the legal advice. He does report to me. 

Mr. Bilirakis. He reports to you. 

Mr. Azar. He does report tome. 

Mr. Bilirakis. Let me ask the question. Prior to this business 
having been really brought out in the open by the newspapers, by 
this committee, etcetera, was your office aware of it and if you were 
aware of it, did you try — I guess what I’m getting at is is your func- 
tion or at least the function of the ethics portion of your office, just 
to put out fires when fires arise or is the function to sort of try to 
keep fires from taking place? I think you understand what I mean. 

Mr. Azar. Yes, I do understand that. It certainly would be our 
goal to not just be putting out fires, but to be proactive, if we could. 
In this instance, no, I had not been aware of these issues before 
the important work of this committee. We’ve tried to be very re- 
sponsive in working with Dr. Zerhouni and NIH and the rest of the 
Department in dealing with 

Mr. Bilirakis. Yes, but if we have an Ethics Department there, 
or office or whatever you would have called it, I mean what else 
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do they do other than take a look at whether there might he 
breaches of ethics taking place within the Department? 

Mr. Azar. a large amount of the work is reviewing the financial 
disclosure forms that come in and certifying those, as well as pro- 
viding the day to day ethics advice. But your concern, I think, is 
very valid, sir. And as a result, we are implementing a program 
that will more than double the size of the ethics office and will for 
the first time in — as far as I understand it, within the executive 
branch, will for the first time have an oversight function internal 
to the Department so that the designated agency ethics officer will 
have the capacity to conduct his own audits and oversight of the 
performance of the ethics officials throughout the Department. 

As I understand it, this would be unique. Currently, there are 
periodic edits, periodic audits that happen from the Office of Gov- 
ernment Ethics, which is an independent Executive agency. So I 
think your point is well taken and we are working to try to make 
that more of our capacity, sir. 

Mr. Bilirakis. Well, let me ask you. You’ve been a public servant 
for quite a few years. You didn’t indicate here how many, but still 
quite a few. 

How much of this takes place, if you know. Dr. Zerhouni, Mr. 
Azar, let’s say in the Veterans Administration? They do a lot of re- 
search, do a lot of — many of their people do the same sort of thing 
where they receive stock options and monies, what not, from some 
of the people that they work with. We have universities out there, 
some public, some private that do a lot of research. How much of 
this takes place? If you could sort of short answer as you can. 

Mr. Zerhouni. Right. At NIH, as we’ve said over the years it in- 
volved about 3 to 4 percent, 5 percent of the employees. I really 
can’t comment on how much of it takes place in another Federal 
agency. Really, I don’t know. One thing I can say that as a Federal 
agency director, the one thing that hurts you is what you don’t 
know. So I think we need to put in place mechanisms as Mr. Azar 
is suggesting of proactive management. 

Mr. Bilirakis. That’s the whole point. We haven’t. So are — if it 
is taking place to any degree to speak of in the VA and some of 
these other, maybe these other Departments and in some of the 
universities and what not, are they at least aware of what’s taking 
place here, the hearings and hopefully — do you know, Mr. Azar? 

Mr. Azar. Certainly since Friday, I believe, that when this com- 
mittee has asked for information from other Departments, I think 
that they’re certainly aware of it and from press coverage, but like 
Dr. Zerhouni, I’m not familiar with whether the same types of op- 
portunities for outside consulting activities and awards present 
themselves to people outside of the NIH at other agencies. I don’t 
know. NIH tends to be rather a unique entity as the crown jewel 
of biomedical research and being run really like a research univer- 
sity. I don’t know that there are any other comparable entities in 
the Government that would be so attractive and also where there’s 
been a fairly long-standing congressional and administration policy 
of encouraging interaction with the private sector to commercialize 
interventions. 

Mr. Bilirakis. Let me ask this just very quickly. Stability, con- 
tinuity, all very important. I’ve always kind of felt that many of the 
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problems we have up here is that there is a lack of that because 
everything seems to be tied into politics and there are changes in 
Administrations, changes in the Congress and leadership of the 
Congress, etcetera, etcetera. 

Dr. Zerhouni, you’ve given us approximately 10 steps which 
sound terrific. God forbid there’s a change in Administrations as a 
result of November and there would be people here who would dis- 
agree with that, God forbid, but in any case, the fact is that that 
sort of thing does take place, even if we’re talking about the end 
of the 8-year term, 8-year period of time. 

Then what happens? With all your good will and your good inten- 
tions and everything of that nature, do they conceivably go down 
the drain because they’re no longer the cause of the new 
person 

Mr. Zerhouni. That’s why I work very hard to find proposals 
that would be embedded, structural, that will be embedded in sup- 
plemental regulations, if we need to. And we’re working very 

Mr. Bilirakis. How about embedded in the law? 

Mr. Zerhouni. And in addition to that, I think there is a poten- 
tial for, depending on what we find, for your help to be very signifi- 
cant here, and for the questions that you’ve asked. I mean is there 
enough authority? Do we have enough process, do we have enough 
controls? 

Mr. Bilirakis. Yes. 

Mr. Zerhouni. I think that’s what we need to do and we’re com- 
mitted to 

Mr. Bilirakis. We’ve committed to you and we’re trying to do 
something with NIH, but we need to also get commitments from 
you that you’re going to help us do it correctly to help you do your 
job better. 

Mr. Zerhouni. Yes. 

Mr. Bilirakis. Thank you, Mr. Chairman. 

Mr. Greenwood. The Chair thanks the gentleman. The gen- 
tleman from Florida, Mr. Stearns, is recognized for 5 minutes. 

Mr. Stearns. Good morning, and thank you, Mr. Chairman. 

Dr. Zerhouni, I have some slides here in front of me and I think 
they’re from the second hearing in which they talk about money re- 
ceived by various scientists at NIH. For example, I have one here 
on H. Brian Brewer. He’s Chief of Molecular Disease Branch. Does 
this ring a bell at all? If not, I can just have my staff 

Mr. Zerhouni. Not really. 

Mr. Stearns. Not really. Can I have someone from our staff take 
this down to him and he and I can just go through it? 

The purpose of you and I just going over this is to reiterate 
again, I think, the whole question does the NIH have any actual 
evidence that the NIH scientists have left because of consulting 
fees being cut. Before I did that, I just wanted to take you to slide 
8 which is Brian Brewer. And this was composed, comprised by 
taking information that we could from pharmaceutical companies 
and I guess — and other agencies. 

But as you can see, Mr. Brewer, I assume he’s a doctor, received 
almost $200,000 plus stock between his travel and his fees at 
Pfizer, Lipid Sciences and all, Eli Lilly and all these companies. 
You can see that. 
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Now if you don’t mind, I’d like you to go over to one which is a 
little bit more prodigious in that slide 1, Michael Brownstein. He’s 
Chief of the Lab of Genetics. This shows that he has stock valued 
at almost $2 million, that he obtained, plus over $27,000 in fees. 
And when you go through this, take slide 2, now. We have Ronald 
Germain. Dr. Germain received $430,000 in reimbursable expenses 
or consulting fees, plus stock options. 

Now it seems to me that you have Government employees that 
are working at NIH. They have a pretty significant title, yet they’re 
going out into industry and they’re getting not only reimbursed for 
consulting fees, they’re getting reimbursed for travel fees and then 
they get all these stock options. 

Now I mean you can just flip through these different slides. Don’t 
you think this is pretty egregious and totally unnecessary? Obvi- 
ously, your statement is we’re going to reform it, but when you look 
at that, isn’t that rather appalling to see all of that? 

Mr. Zerhouni. Yes, and I think we need to really look at what 
you’re referring to and for example, there’s no doubt that in the 
case of slide 8, for example, Brian Brewer, with the new rules that 
we’re implementing, there will be no service on advisory boards. 
None of that will be 

Mr. Stearns. I think that’s what you can help us through. When 
you look at these slides, tell us under your proposal how this would 
be prevented? 

Mr. Zerhouni. Right, that’s exactly what I’m trying to do here. 

I think there would be a major difference. For example, the con- 
sulting would not reach that sum in any 1 year, that a person can 
only do 25 percent, if that person is eligible to do that. Under cer- 
tain ranks, they wouldn’t be. 

Mr. Stearns. Mr. Brewer, as Chief of Molecular Disease Branch 
be able to do it under your proposal? 

Mr. Zerhouni. Yes, he would. He’s not someone who does 

Mr. Stearns. He’d still be able to get almost $200,000 plus 
stock? 

Mr. Zerhouni. No, he will not be able to do that. For example. 
Lipid Sciences, Astr Zeneca will be out of the new system. He can- 
not do that. 

Mr. Stearns. Okay. 

Mr. Zerhouni. With the new system. He cannot receive any 
stock in the new system. And then, when you look at his compensa- 
tion, that compensation will probably be cut in half if the work that 
he’s doing is justified and reviewed independently as seen as being 
independent of what he does otherwise. 

Mr. Stearns. What about in the idea of stock? What are you pro- 
posing? 

Mr. Zerhouni. Total ban. 

Mr. Stearns. Total ban on stock. 

Mr. Zerhouni. Total ban, for everybody. 

Mr. Stearns. Okay. 

Mr. Zerhouni. And limit on any — I mean, we’re totally banning 
any compensation in stock or stock options. That’s No. 1. And No. 
2, we are scrubbing every employee from owning any individual 
pharmaceutical buying that stock that has anything to do with 
science or potential for consulting and limiting every other em- 
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ployee to $5,000. Remember, when we put a prohibition it applies 
to members of the family too. 

So all employees who do not do science, we want to limit that to 
$5,000 for one stock. But employees who do science, no stock. 

Mr. Stearns. Do you think your proposal should have been done 
some time ago to prevent this? 

Mr. Zerhouni. For the benefit of hindsight, yes. 

Mr. Stearns. Thank you, Mr. Chairman. 

Mr. Greenwood. The Chair thanks the gentleman and notifies 
the members and their witnesses we are going to do another round 
of questioning here. 

The Chair recognizes himself. 

Dr. Zerhouni, I note that NIH was notified in February 2004 
about information indicating that Dr. Moshell, the Skin Disease 
Branch Chief, was testifying as a compensated expert witness in 
Accutane cases. It’s my understanding that he scheduled to be de- 
posed in a case no later than July 15, 2004. NIH acknowledges Dr. 
Moshell did not notify NIH about these activities and that he 
should have notified NIH about them. The only action taken has 
been to counsel Dr. Moshell, as I understand it. 

Is counseling considered a disciplinary action and is that a suffi- 
cient management response in this case? 

Mr. Zerhouni. Yes, in the strategy of managing issues like that, 
counseling is part of disciplinary, proactive disciplinary counseling, 
if you will. Because I think in this particular case, what I under- 
stand is that the gentleman was allowed to do clinical practice 
years ago. And in the meantime then, as you know, many clinical 
practitioners will also testify on cases and decide to be an expert 
witness, not realizing perhaps or not knowing perhaps that we 
have a prohibition against being an expert witness for anything 
where the Government may have either an interest or an involve- 
ment. He was then counseled by our ethics people, I understand. 

Mr. Greenwood. Is it your intention to allow Dr. Moshell to tes- 
tify without prior approval in the future? 

Mr. Zerhouni. No. 

Mr. Greenwood. So he’ll have to for each and every opportunity, 
request that he has to testify. 

Mr. Zerhouni. Expert witness is an activity that requires disclo- 
sure and approval. 

Mr. Greenwood. Okay. Let me on the same subject, let me go 
to you, Mr. Azar. 

It’s been noticed that Dr. Alan Moshell, who we’ve just discussed, 
the Skin Disease Branch Chief and Program Director, has been — 
you heard me talk about the fact that he’s been an expert witness 
and it has been alleged that Dr. Moshell has testified that specifi- 
cally that FDA approved labeling for Accutane is legally inad- 
equate. 

Are you concerned that Dr. Moshil’s involvement conflicts with 
the public legal position of FDA? 

Mr. Azar. Again, I just learned about this recently and I don’t 
know all of the facts, but if they are as you’ve described them, I 
am very concerned about that and he first off, he should have 
sought approval of an outside activity, but also to serve as an ex- 
pert witness in a proceeding in which the Federal Government is 
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a party or in which it has a direct and substantial interest which 
I would think the legality of the FDA’s approved label would be 
such a case the DAEO, the designated agency ethics officer for the 
entire department has to authorize that and would consult with 
both FDA and with NIH as to what the Government’s interest. But 
as described, I’m very concerned about the situation. 

Mr. Greenwood. And help me understand the ethical issues in- 
volved here because I’m not personally clear on this because on the 
one hand there are, as I understand it, rules and policies that 
would prohibit that kind of testimony. Someone looking at it from 
the outside would say that sounds like you’re muzzling a Federal 
employee who might have some important information that would 
expose something going wrong in the Government. 

So walk me through the ethical implications of this. 

Mr. Azar. I think the basis for the rule and the reason for con- 
cern is the concern of undivided loyalty to your employer, the Fed- 
eral Government here, that the Government, United States, not 
FDA, but the United States has a position as to the legality of its 
label and to have its own agents testifying to the contrary, I think 
is very destructive to that position. 

And also, there’s always the risk that the individual’s title, their 
position within the Government is used against the Government, 
the fact that they are a senior individual at NIH is used to essen- 
tially lend extra credence to their testimony. 

Mr. Greenwood. Which makes them more valuable to a Plain- 
tiffs attorney who would be inclined to pay them handsomely for 
that testimony. 

Mr. Azar. Exactly. 

Mr. Greenwood. So obviously, in circumstances where that FDA 
employee might be subpoenaed by the Plaintiffs attorney, that — 
he’s permitted, he or she would be permitted to testify under those 
circumstances, but just not as a voluntary paid expert witness. Is 
that right? 

Mr. Azar. And actually, in private litigation, if an official of the 
Department is subpoenaed in private litigation, the Department ac- 
tually is under — they’re called the 2-E regulations. The Depart- 
ment decides whether it’s in the interest of the Government to offer 
the individual to testify, even if it’s a subpoena in a third party pri- 
vate piece of litigation. So it should always be subject to what’s in 
the Government’s best interest. 

Mr. Greenwood. Dr. Zerhouni, have you been briefed about the 
situation involving Pearson Trey Sunderland and Karen Putnam I 
mentioned in my opening statement? 

Mr. Zerhouni. Yes, last Friday I was made aware of that situa- 
tion. 

Mr. Greenwood. And I note that Mr. Walden already inquired 
about that. My time has expired. The gentlelady from Colorado. 

Ms. DeGette. Thank you, Mr. Chairman. At the conclusion of 
my questioning, Mr. Azar, I believe you had said that there is now 
an agreement as to the rule of HHS counsel when they come to 
oversight and investigation hearings. Was that what you had said? 

Mr. Azar. Yes ma’am. That’s my understanding, that there had 
been a letter from the Assistant Secretary from Legislation to the 
chairman of the committee. 
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Ms. DeGette. Right, that’s in Tab 1 of your notebook from Jen- 
nifer Young. 

Now I read that letter. Is Ms. Young an attorney? 

Mr. Azar. I don’t believe so. 

Ms. DeGette. Well, first of all, would it surprise you to know 
that — and staff can correct me. It’s my understanding we got this 
letter, but that certainly Democratic staff has not agreed to this 
procedure outlined in this letter. Did you know that? 

Mr. Azar. I did not know that. 

Ms. DeGette. And I’m told that Republican staff has not agreed 
to that procedure either. He confirms that. 

Mr. Azar. I’m sorry, then I had a misunderstanding. I had a 
misimpression of that. I thought there was. 

Ms. DeGette. Right, and this is sometimes the problem — this is 
why we’re a little worried about the execution of the whole ethics 
procedure in general, because communication is a problem. 

And one question I have, again, as someone who used to practice, 
you know, when the attorney — when an employee, an HHS em- 
ployee is asked to come in and meet with the committee, and they 
say that they want a lawyer to accompany them, whose interest 
does the lawyer represent? 

Mr. Azar. Whenever — outside of the original Inclone proceeding, 
whenever our lawyers have met with the individual witnesses to 
assist them, they should have always and I believe they have, they 
should have always made clear to the individual, we are official 
counsel. We are representing the Department. We are not your per- 
sonal attorney. 

Ms. DeGette. And if you desire personal counsel, then it is your 
responsibility to go out and retain that counsel. Did they advise 
them of that? 

Mr. Azar. I do not know for a fact whether that has been said, 
but that is the case, yes. 

Ms. DeGette. Well, as someone who has represented a lot of wit- 
nesses, I know people, especially people who are concerned, get 
very confused about a lawyer shows up and it’s a congressional in- 
vestigation and it’s under oath. People get very confused about 
who’s representing them. So I might suggest to you as part of the 
overall departmental reforms that you develop some written guide- 
lines to be given to potential witnesses, explaining the duties and 
roles of the HHS attorneys and also explaining that the person is 
entitled to outside counsel of their own. 

My concern is if you have a witness who has information that 
they want to share with the committee. Republican or Democratic 
staff, that maybe not in the best interest of HHS or whatever, then 
there’s a huge conflict and it’s for that lawyer. You’re nodding. I’m 
sure you agree. 

Mr. Azar. I think that’s a very helpful suggestion. I can tell you 
when I was in practice, that if I were ever representing a corpora- 
tion and speaking with an individual witness, I always did make 
clear I represent the company. I’m not your lawyer. You can hire 
a private lawyer. I just can’t say for a fact that that 

Ms. DeGette. I did that too and I always tried to do it in writing 
to the witness. 

Mr. Azar. I think that’s a good point. 
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Ms. DeGette. My other request of you would be if you would 
please sit down personally with Republican and Democratic staff of 
this committee and iron out some written procedures so that we 
can know when witnesses come in accompanied by an attorney who 
they’re representing. 

Mr. Azar. I would be very happy to do that. 

Ms. DeGette. Thank you very much. I have just one more ques- 
tion for you, Dr. Zerhouni, now that we’re trying to think of how 
to iron out these bugs. 

I was thinking about Dr. Katz who came in and testified. You 
might be familiar with his case. He was the fellow. He was doing 
some consulting with a company and the company had a subsidiary 
that had business pending, a grand application pending in front of 
the NIH and he did not know that this — that there was any con- 
nection when he later found out, I believe, after he was subpoenaed 
by this committee or came in to talk to this committee, he imme- 
diately severed the relationship. 

So my question is in all of the ethics oversight that you’re trying 
to do with the centralized electronics, how are we going to be able 
to — because as you know, corporate America and the pharma- 
ceutical industry, in particular, and biotech, are very — the cor- 
porate relationships are very complex. How are we going to be able 
to catch those kinds of very real complex? 

Mr. Zerhouni. Well, first of all, we just prevent them. So in the 
rules that I’m proposing. Dr. Katz being a Director of an Institute 
will be completely prohibited, period. 

Ms. DeGette. But let’s say it’s someone who would be eligible 
and who honestly himself or herself may not have known about 
that. Because Dr. Katz did not. 

Mr. Azar. Again, I’m prohibiting every employee that has any 
authority in grant funding, contract making, from any activity of 
that sort. 

Again, this would not happen under the new rules. There’s no 
way for an individual in the line of command and their subordi- 
nates to be able to influence 

Ms. DeGette. And I guess your testimony is then since you’re 
prohibiting those individuals, it wouldn’t matter for someone else 
not in that category if there was 

Mr. Zerhouni. Right. Again, it’s the dual nature of NIH. It’s a 
Federal agency role and it’s sort of a scientific university type ac- 
tivity which has no real power over allocating grants. But we’ll go 
further than that. We are saying that our scientists will not consult 
with potential grantee institutions so that anybody who would then 
come and say I want a grant will not be able, as a university, for 
example. 

So we’re trying to build as much fire walls as we can. 

Ms. DeGette. I understand. 

Mr. Azar. Congresswoman, I think, and please correct me if I’m 
wrong. Dr. Zerhouni, I think in the instance if the individual has 
the grant making function under them, even if they weren’t in- 
volved, if there’s any connection to the grant making process, they 
would also be precluded. 

Ms. DeGette. And my time has expired. I’m focusing not on the 
individual. I’m focusing on the corporate relationship of the — in 
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particular, the private company that they’re trying to get a grant. 
But I understand what you’re saying, Dr. Zerhouni. 

Mr. Greenwood. The gentleman from Florida, Mr. Bilirakis. 

Mr. Bilirakis. Thank you, Mr. Chairman. I said in one of the 
prior two hearings, maybe in both, I don’t remember, that we’ve al- 
ways got to be careful that we do no harm. And whereas these 
things that have taken place in the past and we should be thinking 
more in terms of today and the future and trying to keep some of 
those bad things or at least perceptively bad things, put it that 
way, straighten that out, clear it up. I think it’s important that we 
look to the future. 

NIH is so highly thought of in the world. Let’s face it. It’s world 
class. In fact, you and I were in Italy not a few months ago where 
they’re setting up their own form of the NIH. So we don’t want to 
do anything to hurt their effort. And maybe we are doing some- 
thing to hurt their effort and I hope not. 

But let me just put that question to you. Dr. Zerhouni. Are we 
doing something here that might be hurting NIH’s effort in terms 
of their image, their reputation, in terms of recruitment, in terms 
of the research in general? Maybe you could take a full period of 
time to respond to that. 

Mr. Zerhouni. That’s the most difficult question I have to face 
because again, I have to do a balancing of the analysis and it is 
the appropriate question to ask because many times I get asked 
what is the evidence that you have that by having stronger rules 
we may not be able to recruit or retain. 

My position is what is the evidence that we have that we will 
do no harm? Because I think at the end of the day we need to pro- 
tect that. And I’m trying to find the balance between the two. A 
total ban, as I’ve said, would be detrimental to the scientific staff 
who is really unrelated 

Mr. Bilirakis. Detrimental? Disastrous may be even a stronger 
adjective? 

Mr. Zerhouni. I can’t say that because again I don’t have data 
either way, but I can say for sure that we will have people who will 
leave the agency and I think it will be a factor in recruiting that 
wasn’t as much of a factor to attract someone from the outside who 
may have had activities. That person may have to sever them all. 

And I think it relates to what the chairman said. I think we need 
to balance compensation and the possibility of compensation. The 
field of opportunities for our scientists should not be so restricted 
so that it will make it much easier to just walk across the street 
and go to a university. We have 200 competitors out there. So I’m 
concerned about it. But I think these rules strike a right balance 
and I wouldn’t definitely say that they would be harmful. They 
have the potential to, in some areas, to prevent us from recruiting 
and retaining the best, but I don’t believe that at this point, I can’t 
say for sure what the impact would be. 

Mr. Bilirakis. I’m raising the question, but I know that the 
chairman, both chairmen, Mr. Greenwood and Mr. Barton, are as 
concerned as I am, as I think all of us are in this regard. 

What is the morale picture at NIH? 

Mr. Zerhouni. I would say the morale has been lowered. 
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Mr. Bilirakis. Lower as the result of some of the things that 
we’re doing? 

Mr. Zerhouni. In part. Yes. I think there are other factors, obvi- 
ously. I mean there are budgetary constraints. There are changes 
that we’re bringing to the administration of NIH. Obviously, all of 
those things play a role, but I think this has damaged the morale, 
especially of the over 95 percent of the scientists who have really 
given their lives to NIH. 

Mr. Bilirakis. Yes. 

Mr. Zerhouni. It pains them to see NIH painted in such a nega- 
tive light, when in fact, they’ve done all their best to serve NIH 
and the country without any of this kind of slide material that 
were shown here. That affects morale because really the core value 
of NIH is to really serve the public and do it right and all of the 
people I know there are really pained by this and would like to get 
clarification and let’s move on. 

I think my point is performing autopsies on what was is impor- 
tant, we need to do that. But more importantly here is to make 
sure the patient is cured and moves forward. 

Mr. Bilirakis. Thank you. Doctor, and I know the chairman well 
enough to know that he is just as concerned about those things as 
I am and again, with your help,k we are going to clear this up in 
the interest of continuing the best research in the world. 

Thank you and thank you, Mr. Chairman. 

Mr. Greenwood. The Chair thanks the gentleman. Mr. Stearns 
for 5 minutes. 

Mr. Stearns. Thank you, Mr. Chairman. Just following up what 
my colleague from Florida was talking about. NIH is the premiere 
medical research organization in the world and it will be after it’s 
over and I think it will be better because of this and I think bring- 
ing some transparency here and also bringing to light some of the 
problems will make it even better. So I applaud you for what you’re 
doing this morning in this your proposal. I guess in looking at the 
activities reviewed by NEAC, they looked at 317 and recommended 
approval of 234 of these arrangements. 

My question is how many arrangements were there last year for 
the whole year? In other words, prior to the Act, prior to NEAC, 
the NIH Ethics Commission, how many total arrangements were 
there? 

Can you put your speaker on? I can’t hear you. 

Mr. Zerhouni. I’m just going to estimate. 

Mr. Stearns. Oh sure. I’d just like, as much as possible, just a 
complete accuracy of how many arrangements there were. 

Mr. Zerhouni. Yes, I’m trying to — all right. I’m going to give you 
the numbers I have. 

Mr. Stearns. Okay, thank you. 

Mr. Zerhouni. Basically, we had about 365 agreements probably 
involving about the same number or more, less employees. That’s 
because over 5 years, we’ve had about 1500. So it’s about 300, 350 
a year. 

Mr. Stearns. So about 300 a year, approximately. 

Mr. Zerhouni. A little more. 

Mr. Stearns. How over how many years did we have this ar- 
rangement? 
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Mr. Zerhouni. Since 1995. 

Mr. Stearns. Okay, so we’re talking about 5, 9, almost 10 years. 
So we’re looking at perhaps maybe 3,000 arrangements, separate 
arrangements or are we talking about 5,000 or 10,000? 

Mr. Zerhouni. About 3,000. 

Mr. Stearns. About 3,000. 

Mr. Zerhouni. Of those we know, but now we’re finding there 
are some we don’t know about. 

Mr. Stearns. And would you, could you make an estimate on the 
ones you don’t know about, how big that is? Is it 10 percent or 20 
percent? 

Mr. Zerhouni. No, really, I can’t. I mean this is the information 
that the chairman was referring to. I don’t have that information. 
I don’t know that, but it’s a small amount, obviously, relative to the 
total. 

Mr. Stearns. Okay, well, let’s just use your figures and say there 
were 3,000 arrangements since 1995. 

Mr. Zerhouni. Right. 

Mr. Stearns. Now I don’t think all of them fit this presentation, 
what is in the slides here, where people are making almost $2 mil- 
lion in stock or they’re making large sums and reimbursement. 
Slide 5, Gary Nable made $314,000 in expenses and travel and 
things like that. 

I guess my question is, Mr. Azar, do you have an Inspector Gen- 
eral on your staff? 

Mr. Azar. No sir, the Inspector General is independent and re- 
ports directly to the Secretary. 

Mr. Stearns. Do you have anybody on staff that could be an in- 
vestigator? 

Mr. Azar. We really don’t have any kind of investigative capac- 
ity. With this enhanced ethics function, we’ll have some auditors 
and the ability to do that. 

Mr. Stearns. That’s my question. Once this is in place, do you 
have any way to investigate what’s happening? 

Mr. Azar. The way the ethics program would work is we will 
have this enhanced ethics division function for oversight and audit- 
ing. 

Mr. Stearns. Okay. 

Mr. Azar. Each deputy ethics counselor in this decentralized eth- 
ics program should also — is also responsible for oversight of the 
functions and the conduct of the program within their operations. 

Mr. Stearns. So the NIH will have a set of investigators too? 

Mr. Azar. Well, the NIHAC, the NIH Advisory Committee, as 
well as the NIH Office 

Mr. Stearns. So the Commission will have its members and 
they’ll have a step group, a subgroup that they can go through for 
investigation Because we can put in place all these things and the 
Commission can recommend, but the question will be what hap- 
pens in the future if there’s no one checking it? 

Mr. Zerhouni. This is a very good question and Item 10 of the 
grid that I testified to, we actually mentioned the fact that we’re 
going to initiate random audits as part and parcel of the process 
of control of the ethics program. 
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Mr. Azar. But I think also, the Inspector General’s office could 
also be used also to come in and do audits and evaluations of the 
program, once we get these changes in place. 

Mr. Zerhouni. My experience with that, Mr. Stearns, is that our 
audits are a very good way of identifying vulnerabilities and then 
referring them, obviously, to the Department and then to the In- 
spector General. 

Mr. Stearns. Yes. 

Mr. Zerhouni. That’s a mechanism we need to have. 

Mr. Stearns. Mr. Chairman, we’ve been through these over- 
sights on the corporate problems and we found that we need ac- 
countability was the biggest problem. And we talked about the 
CEOs of the corporation ultimately signing their accounting reports 
and somehow. Dr. Zerhouni, I would expect you to also interface 
and not just leave it to these folks, but you should have some fidu- 
ciary responsibility to put your name on some report that this has 
all been corroborated and submit accounting because you ulti- 
mately have responsibility. 

Mr. Zerhouni. I agree with you and that’s why in the manage- 
ment process changes list that I propose, we said that we will add 
the ethics function to supervisors’ performance plans across the 
NIH, add the DEC’s function to the DEC’s performance plan and 
by extension, it goes to my performance plan. 

Mr. Stearns. Okay. 

Mr. Zerhouni. Formally and officially as part of the human re- 
source management system that we currently have, which does not 
include ethics oversight as a line responsibility of the people in au- 
thority. 

Mr. Stearns. And Mr. Chairman, if I can just have a little bit 
of the indulgence. Another question is the people that are ap- 
pointed to the NIH Ethics Commission, the screening and these in- 
dividuals I guess, you know, the non-Government appointees to 
this Advisory Committee, what type of individuals would be the 
non-Government appointees to the Advisory Committee? 

Mr. Zerhouni. In statute, every institute in the NIH has an ad- 
visory council composed of public members, 12 scientists and 6 non- 
scientists. That’s the general pool. Those are named by the Sec- 
retary of Health and Human Services through nominations re- 
ceived by the Secretary that we also can propose and that is basi- 
cally the source of the appointments on these committees. There’s 
a rotation pattern, every 4 years, there’s a change over. And these 
members are essentially members of the public. 

Mr. Stearns. Who would make the appointments to the inde- 
pendent advisory committee? Who are going to make these appoint- 
ments? 

Mr. Zerhouni. These appointments are already made. This is a 
board in statute, already existing, that is already in place to over- 
see NIH from the public standpoint. 

Mr. Stearns. Okay, thank you, Mr. Chairman. 

Mr. Greenwood. The Chair thanks the gentleman and recog- 
nizes himself for 5 minutes. 

Dr. Zerhouni, if you turn to Tab 22 in the binder, you’ll find some 
statistics on activities reviewed by the NIH Ethics Advisory Com- 
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mittee. And it states that of 317 activities and awards received, re- 
viewed by NEAC, NEAC recommended approval of 234. 

The question is how does this rate of approval compare to the 
rate of activity, approval prior to implementation of the new proce- 
dures? 

Mr. Zerhouni. well, if you look at the totality, 300, 350 this is 
about, on the activities, probably about two thirds maybe. 

Mr. Greenwood. A little more than that. And your question is — 
what I’m trying to get at is do you know anything about the cur- 
rent NEAC, your creation is approving a little more than 2 out of 
3. 

Mr. Zerhouni. Right. 

Mr. Greenwood. Do you know how that compares to previous 
rates of approval of 

Mr. Zerhouni. I think it’s definitely lower because what I’m get- 
ting as reports from the members of NEAC is that every time 
they’re looking at a case to say wait a minute, these are activities 
that were there before under current rules, so remember the 317 
are not new ones. They’re the ones that were there. Of those 317, 
some have been terminated. You see what I’m saying? 

Mr. Greenwood. Right. 

Mr. Zerhouni. In other words, the pool was the same pool that 
was before NEAC, being reviewed by NEAC. And of those, we’ve 
cutoff from 317 to 235. 

Mr. Greenwood. And apparently I’m advised that prior to that, 
if you’re now turning down a quarter or a third, it used to be that 
only that 1 percent were rejected. So it’s an indication to me that 
the NEAC is for real and is making some tough decisions. 

Mr. Zerhouni. That’s my understanding, Mr. Chairman. 

Mr. Greenwood. I do note though that in the NEAC, the NEAC 
sent to the committee two instances where NEAC recommended 
disapproval of two outside activities, but the NIH designated ethics 
counselor approved them anyway. 

Do you know how that happens? 

Mr. Zerhouni. Not specifically on the cases that you’re referring 
to. I’m not sure what they are, but I will follow up with you, sir. 

Mr. Greenwood. We’ll do that. According to the data provided 
by NIH to the committee, the average — this is not referring to that 
tab any more. Dr. Zerhouni 

Mr. Zerhouni. Right. 

Mr. Greenwood. The average turnover rate among scientific 
staff for the 1994 to 2003 period, about 10 years, that is in Tab 26 
if you want to look at that. 

The average turnover rate among scientific staff for those 10 
years was 9.24 percent, but the average turnover rate among Title 
42 employees for 2000 to 2003 was only 2.4 percent. One could 
draw the inference from the turnover rate that the higher salaries 
of Title 42 has lowered turnover rates. Would you agree that’s what 
we’re seeing there? 

Mr. Zerhouni. That is correct. 

Mr. Greenwood. If that’s correct, then why is it important to 
still permit consulting when the higher salaries are already, seem 
to be addressing and resolving the turnover issue? 
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Mr. Zerhouni. Caps, No. 1. There have heen caps since 1999, a 
figure that doesn’t really look at cost of living and as years go by, 
you will see again a decreased competitive for NIH to recruit these 
individuals. 

Mr. Greenwood. Suppose we lifted that cap and gave you the 
authority to exceed that cap where necessary. Would you still feel 
that the paid outside consulting arrangements, agreements were 
necessary? 

Mr. Zerhouni. I would definitely look at that with favor, if I 
could establish a market based compensation system where really 
I’m not at a disadvantage. Right now. I’m in a real disadvantage 
in recruiting top scientific staff at NIH. I can tell you two anec- 
dotes, that it is not that easy. When I was Vice Dean of Research 
and Executive Dean of a private medical school, I had more means 
and more flexibility in recruiting scientists or chairs of department 
with much lower responsibility levels than those that I’m recruiting 
right now at NIH. So it is, actually, a structural problem and I 
think there is a balance between compensation and opportunity for 
compensation. 

Mr. Greenwood. And it’s a tradeoff for the taxpayer as well be- 
cause on the one hand the taxpayer will be adding extra compensa- 
tion which would diminish your budget, which would take money 
from your budget as opposed to the private sector paying for that 
activity. 

Mr. Zerhouni. That is correct. 

Mr. Greenwood. Paying for the ability, the enhanced ability to 
retain that 

Mr. Zerhouni. That is correct. And you want to sort of strike a 
balance. We don’t want to end up in the situation where we pay 
people high rates and their activity on Government time is to basi- 
cally advise industry for free, because then you’re creating a sub- 
sidy really. 

Mr. Greenwood. Final question for me and I promise this, some- 
times when we talk about what the difference is between the 20 
percent of the NIH funds that stay intramurally and the 80 percent 
that go out to the universities, etcetera, we talk about the reason 
because theoretically, you could have a construct where it all went 
out in grants. NIH could just be a grant making entity and not do 
much research. And part of it is that the NIH does intramural re- 
search that no one else is supporting. 

So it sort of raises the question in my mind, if that’s the case, 
what’s the competition? In other words, if you’re hiring people to 
do research that no one else is supporting, is there really that 
much competition or is it a question that if they weren’t doing that 
they would be doing something else that someone is supporting? 

Mr. Zerhouni. That’s a good question, but it’s not, the operating 
definition is not what no one else will do. I mean we’re not doing 
just that. About a third of what we do is really public health, rel- 
evant, things that — safety of the blood supply, vaccine develop- 
ment, things that really cannot be done really by the private sector 
we need to do and we need to accumulate the science of that. Like 
HIV/AIDS is a good example where a lot of the fundamental discov- 
eries had to be made at high speed within an institution where I 
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can control the program. You can’t control the program of 200 uni- 
versities. So that’s important. 

Second, you also want as a Government, scientists who would 
work in the same areas that other universities work in, because 
you want to have your own experts that are not tied to having the 
need for grants, telling you what the real scientific truth is. So in 
truth, we maintain a cadre of scientists who are independently 
funded at the intramural program to make sure that we have an 
understanding of the science that people are asking us to fund. So 
that’s the other part of it. And that’s the part that I think you need 
to make sure you don’t destroy. 

Mr. Greenwood. The gentlelady from Colorado, do you wish to 
further inquire? 

Ms. DeGette. I just have, Mr. Chairman, I just have a question 
and a comment. 

My question is to Dr. Zerhouni, have you thought about what you 
would do about post-NIH employment, transfer of knowledge and 
issues like that? 

Mr. Zerhouni. You mean cooling off periods? 

Ms. DeGette. Yes. 

Mr. Zerhouni. Yes, we have and obviously, I couldn’t go into all 
the details here, but we are looking certainly at these issues of 
cooling off. 

Ms. DeGette. Because it would seem to me that would be an im- 
portant component of any enhanced ethics program that you would 
adopt, would you agree? 

Mr. Zerhouni. Right, I agree. And this is definitely part of — I 
thought it was a detail, but it is part of our consideration. 

Ms. DeGette. It’s a detail we care about. 

Mr. Zerhouni. I know. 

Ms. DeGette. That actually leads beautifully into my comment 
which is that I have lots more questions here about how is the 
stock option issue going to work and what are we going to do about 
this and that. I mean it seems to me going back to my opening 
statement the details. I know you’re trying to work those out. I 
would hope that you and your staff would continue working with 
this committee and our staff as you develop those details and Mr. 
Chairman, I would hope you would leave the option open for yet 
an additional hearing once those details are worked out. Because 
I think we all agree you’re really on the right road here. We just 
need to see how it’s all going to be executed and make sure that 
the same kinds of excesses that we saw in the past aren’t hap- 
pening now. And I thank you again for your attendance. 

Mr. Zerhouni. I really agree with you. 

Mr. Greenwood. Dr. Zerhouni, I lied about no more questions. 
Just one last one. 

You’ve referenced going to supplemental rulemaking. Do you 
have a timeframe on when you expect to be able to do that and 
then based on how long that takes, when these new rules would 
take effect? 

Mr. Zerhouni. We’re working on. I’ll let Mr. Azar comment on 
that. We’re working very diligently to sort of create all of the rules 
that we need. Some may not need rules. There may be some areas 
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where can act right away. At this time, we’re really doing it within 
the quickest amount of time possible. 

Now beyond that, there are elements that are beyond my control 
or even Mr. Azar’s control. Perhaps Mr. Azar can comment. 

Mr. Azar. It’s my understanding that in the past with supple- 
mental ethics regulations at the Department that they have, once 
they have been concurred in by the Office of Government Ethics, 
that they can go direct to final, rather than notice and comment 
rulemaking. 

That would be my goal and I would advocate for that. Whether 
the Office of Management and Budget, others who obviously play 
a role in the decisionmaking on regulations will permit that in this 
case because of impacts on private parties, I don’t know, but that’s 
been a past practice and the way I would hope to go so that we 
could go quickly once we could secure OGE and any other affected 
agencies. It would obviously go through interdepartmental clear- 
ance, the Justice Department, others might have views given the 
relations. But my office will certainly work fully with Dr. 
Zerhouni’s office to provide any assistance getting the regulations 
drafted and working to advocate and get them through as soon as 
possible and also working with the committee as we work on the 
details there. 

Mr. Greenwood. Thank you, both. Again, I compliment you on 
your stellar work. It meets my approval across the board. There 
are a couple of details to work out, but I’m very pleased and I want 
you to know that and I want everyone at the NIH to know that 
as well. 

Thank you, again and you are excused. 

Mr. Azar. Thank you. 

Mr. Zerhouni. Thank you, Mr. Chairman. 

Mr. Greenwood. And we will now call forward the second panel. 
Mr. Peter Levine, President and Chief Executive Office of 
Correlogic Systems, Inc. an Dr. Jonathan Heller, Vice President, 
Information and Project Planning, Predicant Biosciences. 

Gentlemen, we welcome you. Thank you for being here. You may 
have heard me say to the previous panel that it is the custom of 
this committee to take testimony under oath and I need to ask if 
either of you object to giving your testimony under oath? 

Okay, seeing no objection, I also need to inform you that pursu- 
ant to the rules of this committee and of the House, you are enti- 
tled to be represented by counsel. Do either of you wish to be rep- 
resented by counsel? 

You need to put your microphone one and speak directly into it 
and identify your counsel, plese. 

Mr. Heller. Counsel for Biosciences is Lenny Burr. 

Mr. Greenwood. And the gentleman directly behind you, thank 
you. 

All right, now you stand and raise your right hands, please? 

Do you swear that the testimony you’re about to give is the 
truth, the whole truth and nothing but the truth? 

[Witnesses sworn.] 

Okay, you are both under oath. 

Mr. Levine, do you have an opening statement? You are recog- 
nized for 5 minutes to offer it. 
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TESTIMONY OF PETER J. LEVINE, PRESIDENT AND CHIEF EX- 
ECUTIVE OFFICER OF CORRELOGIC SYSTEMS, INC.; AND 

JONATHAN C. HELLER, VICE PRESIDENT, INFORMATION 

AND PROJECT PLANNING, PREDICANT BIOSCIENCES 

Mr. Levine. I don’t want to take up the subcommittee’s time this 
morning with a lengthy reading of my written testimony. I would 
ask, however, that it be entered into the record. 

Mr. Greenwood. It will be entered into the record. You may 
summarize it as you care to. 

Mr. Levine. Okay. In brief, Correlogic is a clinical proteomics 
company. We’re based in Bethesda, Maryland and we specialize in 
the development of technologies and tools and processes that can 
assist in the early detection of various cancers. 

The focus of Correlogics’ energies over the last several years has 
been the development of complete diagnostic system. I think later 
in our testimony that will be a very important issue, based in part, 
on pattern recognition technology for the early detection of cancer. 
Our technologies and processes have a wide range of applications 
and can be used in the creation of disease diagnostic models and 
biomarker discovery and new drug discovery processes. And we are 
also a clinical laboratory regulated under the Clinical Laboratory 
Improvements Act of 1988 and currently working with the Nation’s 
two premiere clinical diagnostic laboratories. Quest Diagnostics 
and Laboratory Corporation of America. 

If I had my druthers, this morning. I’d be testifying only about 
the accomplishments of Correlogic and the results of our most re- 
cent research. I believe we’re on the brink of some fantastic break- 
throughs that will translate the research progress that we’ve made 
into the ability to provide more accurate and earlier detection of 
cancer and other diseases. 

And we would not be at this critical and exciting juncture with- 
out the considerable talent and resources of the National Institutes 
of Health and National Cancer Center, the Food and Drug Admin- 
istration and the other components of the Public Health Service. 

So I hope that my comments will not be taken as a broad criti- 
cism of the life saving mission of these agencies or any kind of jus- 
tification for lessening or reducing the Nation’s financial commit- 
ment to the agencies. 

I also ask that my testimony not be misconstrued as a critique 
of the vast majority of men and women in these agencies that have 
dedicated their professional lives and work extremely hard to bring 
us the kind of medical science and kind of medical improvements 
that we’ve all seen over the last many years and because of their 
work thousands, hundreds of thousands of our citizens have had 
their lives saved and they give the hope to all of us for bright fu- 
ture. 

But as this subcommittee has already heard, all is not well at 
NIH. And the experience of Correlogic, these past 2 years, has re- 
vealed what I believe are some very serious flaws in the manner 
in which the agency implements its licensing, its CRADA and it’s 
conflict of interest policies and procedures. 

By way of very brief background, Correlogic entered into a re- 
search CRADA and a licensing agreement with the National Can- 
cer Institute and the Food and Drug Administration and the Public 
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Health Service to develop a diagnostic testing system for ovarian, 
prostate, breast and other cancers. These agreements which we 
paid and continue to pay significant royalties were designed to fa- 
cilitate the development and commercialization of a diagnostic test- 
ing system for the benefit of patients. 

It’s important to note that we have met all of our obligations and 
entered into contractual relationships with other well-established 
industry players that have been approved by the Public Health 
Service to satisfy the Government’s requirements under our licens- 
ing agreements. Unfortunately, since our work first became known 
to the public in 2002, what started as a cooperative and construc- 
tive research and business relationship has clearly deteriorated. 
And knowing now under the light that has been shed by this sub- 
committee and with the full perspective of hindsight, I can now 
really see what has been going on for the last 2 years. 

As the balance of my written testimony describes in more detail, 
we’ve been caught in a morass of conflicting interests and unilater- 
ally changed agreements and a failure of the Agency to abide by 
the letter, much less the spirit of critical research and licensing 
agreements. 

While preparing for my testimony today, I genuinely struggle to 
find a starting place to address the focus on subcommittee’s inter- 
est. Reflecting back on the last 2 years and all that’s happened, it’s 
the concept of good faith that keeps reoccurring to me. The agen- 
cies of the Government must act in good faith. 

As the subcommittee continues its work, I would ask that each 
and every issue under review be evaluated from this perspective. 
And that is, were these actions, were these decisions made in good 
faith or facts and legal interpretations made to support outcomes 
that were inconsistent with the spirit and the clear intention of 
preexisting agreements and relationships? To me, that is really the 
heart of the issue here. 

And Mr. Chairman, last, let me just comment that I appear 
today with great reluctance. I, of course, support wholeheartedly 
the efforts of the subcommittee, but I’m concerned about the impact 
of my testimony on my company’s ability to continue to do business 
with the Public Health Service. We have already experienced what 
I believe are some indications that our cooperation may wind up 
being rather detrimental to Correlogic moving forward and we do 
intend to continue doing research with the PHS. So I only hope 
that when the dust has settled and the attention shifts elsewhere 
that Correlogic is not penalized, in essence, a second time for its 
cooperation with the committee. 

I’d be very pleased to answer your questions. 

[The prepared statement of Peter J. Levine follows:] 

Prepahed Statement of Peter J. Levine, President, Correlogic Systems, Inc. 

Mr. Chairman and Members of the Subcommittee: My name is Peter J. Levine. 
I am President of Correlogic Systems, Inc., a clinical proteomics company based in 
Bethesda, Maryland, that specializes in the development of tools and processes that 
can assist with the early detection of various cancers and other diseases. The focus 
of Correlogic’s energies has been the development of a complete diagnostic system 
based in part on the use of pattern recognition for the early detection of cancer. Our 
technologies have a wide range of applications that can be used in the creation of 
disease diagnostic systems, biomarker discovery, and new drug discovery processes. 
We are also a clinical laboratory regulated under the Clinical Laboratory Improve- 
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ment Amendments of 1988 and are currently working with the nation’s two premier 
diagnostic laboratories, Laboratory Corporation of America and Quest Diagnostics, 
to provide an ovarian cancer testing service. 

I wish I were testifying today just about the accomplishments of Correlogic and 
the results of our most recent research, because I believe we are at the brink of 
translating significant research progress into the ability to provide more accurate 
and earlier detection of certain diseases, such as stage one ovarian cancer, when the 
cancer is organ confined and most curable. Quite frankly, we would not be at this 
critical and exciting juncture without the considerable talent and resources of the 
National Institutes of Health, the National Cancer Institute, the Food and Drug Ad- 
ministration, and the Public Health Service. I hope my comments today will not be 
taken as a broad criticism of the life-saving mission of these agencies or as justifica- 
tion for lessening our financial commitment to them. I also ask that my testimony 
not be misconstrued as a critique of the vast majority of men and women who work 
there. They have dedicated their professional lives, often at great personal sacrifice, 
to the advancement of medical science and the health of our nation. Because of their 
work, hundreds of thousands of lives have been saved, and these agencies give hope 
to a brighter future for millions of others. 

I have been asked to testify about our company’s experience collaborating with 
these agencies, including the benefits and dangers for private companies that enter 
into contractual relationships with federal health agencies and with federal employ- 
ees who are permitted to be both public servants and private entrepreneurs. Simply 
put, our experience has reflected both the promise and pitfalls of “being in business” 
with the National Cancer Institute and the Food and Drug Administration. It is my 
hope, Mr. Chairman, that your inquiry into weaknesses in the National Institutes 
of Health’s ethics policies in general, and what has happened to Correlogic in par- 
ticular, will lead to a quick resolution of these problems, and our attention can be 
returned to what should be our collective objective — fighting cancer and saving lives. 

Origin of Our Relationship with FDA and NCI 

Correlogic’s relationship with FDA and NCI began in June of 1999 when I had 
brunch with Dr. Emanuel F. Petricoin, a senior research investigator at the FDA. 
Our wives had been close personal friends for many years, and Dr. Petricoin and 
I had met through them. During the meal, as was our custom, we caught up on pro- 
fessional events in our then very different worlds. He described to me the challenges 
he and his colleagues were facing in their search for protein biomarkers for cancer, 
particularly the difficulty in finding a biomarker in the massive amounts of data 
that could be produced by the latest generation of protein separation technologies. 
They were literally searching the proverbial haystack not for a needle but a single 
protein that might be indicative of the presence of a disease. 

I had significant experience in the use of computer-generated data analysis and 
suggested using pattern discovery technology to search for patterns of proteins rath- 
er than individual proteins for use as a diagnostic. I explained to Dr. Petricoin that 
I had been working with Dr. Ben Hitt (now the Chief Scientific Officer of Correlogic) 
on other applications of pattern discovery technology in non-medical fields. I sug- 
gested that if this type of technology could be developed and applied to cancer re- 
search, it might be ahle to detect patterns of proteins that were indicative of a dis- 
ease state rather than individual protein biomarkers. Rather than looking for the 
needle in the haystack of data, we would look at the configuration of the haystack. 
Using my napkin as chalkboard, I sketched out the idea. 

Following the brunch, I talked through the idea with Dr. Hitt. He refined the con- 
cept and developed a powerful algorithm to test the theory that so-called “hidden 
patterns” of proteins, also known as proteomic patterns, could be analyzed to detect 
the early stages of a disease. Through 1999 and into the spring of 2000, Dr. 
Petricoin, Dr. Hitt and I tested the “hidden patterns” theory and in the spring of 
2000, we used the basic pattern recognition algorithm that Dr. Hitt had invented. 
Specifically, we applied the pattern recognition technology, and hidden patterns con- 
cept to the blood from prostate cancer patients. We were able to accurately perform 
a diagnostic assessment based on protein patterns in the blood. At this time we 
were collaborating informally with Dr. Petricoin. 

Encouraged, we immediately began work on appl3dng our approach to ovarian 
cancer and outlining its application to other diseases. Dr. Hitt and I, along with an- 
other associate, Marc Giattini, founded Correlogic Systems in May 2000 to further 
develop this technology. Dr. Petricoin filed a Public Health Service Employee Inven- 
tion Report, naming himself. Dr. Hitt, and me as co-inventors. Among other things, 
he cited our June 1999 brunch as the date on which the invention was conceived. 
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Formalization of Our Relationship with NCI and FDA 

Things progressed rapidly after the formation of our company. Correlogic entered 
into a Material Transfer A^eement with the FDA to facilitate the continuation of 
research. The company filed a provisional patent application on the core algorithm 
invented by Dr. Hitt. After a period of time, Dr. Hitt, Mr. Giattini, and I were able 
to supplement our personal funding of the company with additional monies from pri- 
vate investors. Correlogic filed several additional provisional patent applications on 
our hidden patterns testing process, naming Dr. Hitt, myself and Dr. Petricoin as 
co-inventors. We began negotiations with the Public Health Service on an exclusive 
license agreement for our testing process, as claimed in these latter patent applica- 
tions. 

By July 2001, we finalized our patent filings. Correlogic bore all the expenses of 
these filings, as it continues to do today. By the time the non-provisional patent was 
filed. Dr. Petricoin had brought in his colleague and mentor. Dr. Lance Liotta, who 
was the Director of the Laboratory of Pathology at the National Cancer Institute. 
Along with the original three of us. Dr. Liotta was added as a co-inventor on the 
non-provisional filing of our “hidden patterns” patent application. 

In February 2002, the peer-reviewed medical journal, The Lancet, published the 
results of the study the four of us (and others) had authored, which demonstrated 
that our testing process could detect ovarian cancer, including stage one ovarian 
cancer, from a single drop of blood. The actual computational analysis for the Lancet 
study was performed by Dr. Hitt alone, based upon raw laboratory data provided 
by Dr. Petricoin and Dr. Liotta. Because of the significance of our findings, the re- 
port was filed on the journal’s website a week in advance of publication. The publi- 
cation generated overwhelming interest in the media as well as the scientific com- 
munity, due to the novel nature of our process, the compelling results and, from the 
patient’s perspective, the simplicity of a blood test. 

Congress was interested as well. A few months later the House of Representatives 
passed a resolution, introduced by Rep. Steve Israel and Rep. Rosa DeLauro, and 
co-sponsored by 147 members of the House, encouraging the government to support 
proteomic pattern research for ovarian cancer. 

In April 2002, we entered into a Cooperative Research and Development Agree- 
ment (CRADA) with the NCI and the FDA to “utilize Correlogic’s proprietary soft- 
ware technology to continue their joint research to identify patterns of protein ex- 
pression indicative of specific disease states.” We also signed an exclusive, world- 
wide licensing agreement with the Public Health Service to move our protein pat- 
tern testing process, the intellectual property rights of which were jointly held by 
Correlogic and the government, from the research labs into the hands of health care 
providers as soon as possible. The agreement contained explicit milestones and 
deadlines for the commercialization of our testing process. 

In October 2002, the Journal of the National Cancer Institute published a study 
we performed with our federal partners on the use of our technology in the early 
detection of prostate cancer. In accordance with the clear purpose of and the dead- 
lines included in the exclusive PHS license agreement to Correlogic, we entered into 
agreements with Quest Diagnostics and LabCorp, the nation’s two premier clinical 
diagnostic labs, to make our potentially lifesaving ovarian cancer test available to 
women across North America. We also expanded our staff and retained experts in 
clinical and laboratory diagnostics. 

I was thrilled. We were taking an idea that I had first sketched on a napkin and 
turning it into, in the words of the National Institute of Health’s Office of Tech- 
nology Transfer, “a high-throughput diagnostic apparatus that will apparently be 
capable of detecting ovarian cancer in its earliest stages.” We had obtained funding 
and assembled all of the corporate resources and expertise that we needed to ad- 
vance the science and technology. Once the ovarian cancer testing device had been 
developed, we could do the same for other cancers and other diseases. 

In April 2003, NCI announced in a press release, and later in a presentation at 
the American Association of Cancer Researchers annual meeting, that our testing 
process had enabled NCI, FDA, and Correlogic scientists to improve upon the initial 
results published in The Lancet for the detection of ovarian cancer. Later that year, 
Correlogic entered into an agreement with Advion Biosciences to use one of their 
technologies as a component of our ovarian cancer detection test. 

This year, we began the process of finalizing the validation of OvaCheck™^ our 
ovarian cancer test service. We are continuing our work with the National Cancer 
Institutes’ Laboratory of Tumor Immunology and Biology and Walter Reed Army 
Hospital and the Windber Institute on the application of our diagnostic testing sys- 
tem to the development of a breast cancer test. 

All of these developments are based significantly on our initial work with the gov- 
ernment, and our exclusive licensing agreement. Our success has hinged in no small 
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part on our ability to combine our expertise with that of key government scientists. 
We seemed to be a good example of the promise of government-private sector cooper- 
ative programs under the Federal Technology Transfer Act of 1986. In fact, I was 
invited by the National Cancer Institute to participate in a panel discussion on how 
a small company could work with the government to address a critical public health 
problem. 

Awareness of Potential Conflicts of Interest and Related Issues 

On the outside, things could not have appeared better, but internally as we would 
discover, there were real problems. Only now, under the light shed by this Sub- 
committee, and with the full perspective of hindsight can we understand some of 
the obstacles that we had come to view as an inherent part of the public-private 
partnership. 

Back in 2002, a few months after the Lancet study, I was told that despite our 
exclusive licensing agreement and ongoing negotiations to expand our CRADA to in- 
clude clinical testing for ovarian cancer, the National Cancer Institute had decided 
to “sponsor” an independent clinical trial on the hidden patterns technology, the 
very technology that was the essence of the patents we had jointly filed with Dr. 
Petricoin and Dr. Liotta. I was told that the Lancet study had pushed our testing 
technology to the forefront and that NCI wanted to move forward as quickly as pos- 
sible in order to get our test into the hands of doctors and patients. We certainly 
agreed with the overall objective and, for that reason, had entered into our original 
collaboration with NCI consistent with the goals of the Federal Technology Transfer 
Act of 1986. However, rather than continuing along the path with Correlogic, NCI 
had unilaterally decided to give a contract to Science Applications International Cor- 
poration (SAIC), with which it has a long-standing contractual relationship, to set 
up a new laboratory to carry out these clinical trials, and Dr. Gordon Whiteley was 
hired to head this project, beginning with the development of a business plan. I was 
told not to worry, that Correlogic’s existing contractual agreements ensured that we 
would be an integral part of these trials and that our brand new license agreement 
would protect our IP and commercialization rights. 

Obviously, I was concerned at what was presented to me as a fait accompli. The 
Institute’s decision impacted not only on our ability to meet required deadlines in 
our exclusive government licensing agreement, but also on the terms and conditions 
associated with our negotiations with two national clinical labs, LabCorp and Quest 
Diagnostics, as contemplated by the licensing agreement. When I raised these con- 
cerns with both Dr. Liotta and Dr. Petricoin, I was told not to be “paranoid,” and 
that NCI’s unilateral decision was really in Correlogic’s best interests. Frankly, I 
also was concerned — and remain concerned to this date — about the particular com- 
ponents that NCI had unilaterally chosen for the detection system and also about 
which entity would take the lead and responsibility for seeking regulatory approval 
following successful completion of the clinical trial. 

To resolve the myriad problems associated with NCI’s decision, on August 15, 
2002, I met with representatives from the Offices of Technology Transfer (and De- 
velopment) for NCI, FDA and NIH. Leading the negotiations for the government 
was Dr. Liotta. Also participating was Dr. Svetlana Shtrom, who had been respon- 
sible for negotiating our original CRADA. We reached an agreement on how to pro- 
ceed with joint clinical trials and our ongoing research CRADA, which was memori- 
alized in a letter dated September 12, 2003, sent to me by Karen Maurey, then Dep- 
uty Director of the NCI’s Office of Technology Transfer. In late August, NIH af- 
firmed in writing that our work under this new agreement would be accepted as 
compliance with the government’s deadlines in our original licensing agreement. We 
began drafting documents to implement the agreement. 

Reljdng upon these agreements by the government, we pushed forward. NIH ap- 
proved our entering a contractual relationship with LabCorp and Quest Diagnostics 
to commercialize our testing technology and turn it into a diagnostic device. We con- 
tinued our research and preparation for the clinical trials, sharing our work product 
and future commercialization plans with FDA, NCI, and NCI’s contractor. Science 
Applications International Corporation. In fact, Drs. Petricoin and Liotta began par- 
ticipating in our conference calls with our commercial clinical lab partners, LabCorp 
and Quest Diagnostics. 

2002 came to an end and there was still no progress, even though supposedly we 
were simply turning the government’s September letter into the necessary CRADA 
amendments and new clinical trial CRADA. I was troubled, given NCI’s persistent 
pattern of not communicating or explaining its intentions with regard to my com- 
pany, that despite countless drafts and revisions, we were unable to finalize the nec- 
essary amendments to our research CRADA and to a new, clinical trial CRADA. 
What should have taken a couple of weeks at the longest was now stretching out 
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over months. Every time we got close, NCI’s positions would change, and the agen- 
cy’s requirements and expectations would be amended. Correlogic agreed to virtually 
everything NCI proposed but there was always something else. The goal posts kept 
shifting, but I couldn’t find out what was really going on. And every step along the 
negotiation path required the approval of Drs. Liotta and Petricoin. 

On April 18, 2003, my fears were realized. Kevin Brand, a straightforward and 
competent employee in NCI’s Office of Technology Transfer, called me and said, “I’ve 
got some bad news.” He proceeded to tell me that NCI had decided to “go it alone” 
on the clinical trial. 

Not only was NCI reversing the position it had agreed to the previous year, it was 
placing Correlogic in an untenable position with regard to our contracts with our 
commercial clinical lab partners and our ability to satisfy the government’s own con- 
tractual deadlines. When I contacted Dr. Petricoin, he told me I was overreacting, 
that the September letter made clear the rights Correlogic had to seek regulatory 
agency approval following the clinical trials. I wrote a detailed email to NCI’s Tech- 
nology Transfer Office, copying Dr. Liotta and Dr. Petricoin, explaining my shock 
at this new development. 

A few days later, Kevin Brand sent me an email proposing that rather than enter- 
ing into the clinical trial CRADA, which we had been negotiating for nearly a year, 
NCI would agree to only a memorandum of understanding (MOU) that would be ap- 
pended to our research CRADA. The MOU expressed some general and specific pro- 
visions and would have provided Correlogic with limited ability to participate in de- 
signing the clinical trial, developing the underlying analytical systems and seeking 
approval for a marketable diagnostic product. 

Once again, just like the summer of 2002, we had no real choice but to acquiesce 
to NCI’s evolving position. The NCI had reversed itself, and we could either accept 
their latest offer or terminate our relationship with the government. I kept asking 
myself, what was really going on? None of this made sense. Why was this so com- 
plicated? Why were there so many delays? After all, Correlogic had complied with 
every requirement of the prior agreements. 

Despite all of the negotiations, two key points were still unresolved. Who would 
make the critical decision regarding the selection of the components of the diag- 
nostic system that would be the core of our testing service? And, how were we sup- 
posed to reconcile, on the one hand, NCI’s apparent interests in developing their 
own testing service through the work being done by their contractor, Science Appli- 
cations International Corporation, with, on the other hand, the contemplated col- 
laborative clinical trial reflecting benchmarks associated with the patent rights 
granted to Correlogic under our licensing agreement? 

In late June and early July of 2003, I first learned of one possible explanation 
for the confusion and delay. Unbeknownst to me or anyone at Correlogic, Dr. Liotta 
and Dr. Petricoin had been working as consultants for Biospect, a direct competitor 
of my company. And, as I learned only much later, through the Subcommittee’s May 
18 hearing, they had already been doing so for seven months. Also affiliated with 
Biospect was Dr. Rick Klausner, whom Dr. Liotta and Dr. Petricoin had briefed 
about the Correlogic-NCI-FDA relationship when he was the director of the National 
Cancer Institute. Joining these three at Biospect was Dr. Svetlana Shtrom, the NCI 
technology transfer specialist who had worked on our original CRADA. 

I had also learned that prior to being hired to set up NCI’s clinical lab to conduct 
the hidden pattern tests. Dr. Gordon Whiteley had been an employee of a business 
run by Dr. Lance Liotta, a company called Immunomatrix. 

So, while our negotiations over finalizing our clinical trial CRADA were slowly 
going nowhere. Dr. Liotta and Dr. Petricoin had become consultants to our compet- 
itor, Biospect, and Dr. Shtrom had become an employee. During our endless discus- 
sions with Dr. Liotta and Dr. Petricoin about Correlogic’s research and plans for 
clinical trials, I now realized, I would have had no way of knowing, for example, 
whether I had been talking to Dr. Liotta, the NCI employee, or Dr. Liotta, the 
Biospect consultant, or Dr. Liotta, an owner of Immunomatrix, or Dr. Liotta, the 
employer or former employer of Dr. Whiteley. And, these are just the relationships 
that I know about. 

I first learned about Biospect in May of 2003 in a conversation, followed by an 
email, with a biotech industry executive, who described the company as “your new 
competition,” rather than from my government research partners. Since Dr. 
Petricoin, Dr. Liotta and I routinely discussed our collective “competition,” I for- 
warded that email about Biospect to both Dr. Liotta and Dr. Petricoin, but they 
never responded. And they certainly didn’t bother telling me they had been working 
for the company since December 2002. Included in the email I forwarded to Drs. 
Liotta and Petricoin were excerpts from Biospect’s website. The website language 
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was so close to our own, that even to a casual reader, it would suggest that this 
was a company engaged in very much the same activities as Correlogic. 

A few weeks later, I began hearing more from industry contacts about Biospect 
being a competitor, but now I was hearing that Drs. Petricoin and Liotta were affili- 
ated with Biospect. In early July of 2003, I reached Dr. Petricoin by phone and 
raised the issue directly. I told Dr. Petricoin that I was appalled, and that people 
in the industry were talking about a conflict of interest. Dr. Petricoin promised to 
share my concerns with his ethics officer. 

By this time — having watched NCI drag out our negotiations for nearly a year for 
no apparent reason, unilaterally tossing aside existing contractual agreements, and 
tolerating what appeared on its face to be a serious conflict of interest — I felt I had 
no choice but to ask one of our advisors to raise the conflicts issue with Dr. Barker. 
We were already in the process of attempting to meet with her to discuss all of the 
other NIH-Correlogic issues. 

I raised my concerns about what was happening to my company with Dr. Barker 
and other Public Health Service officials in a meeting in September 2003. While I 
recognized that Dr. Liotta and Dr. Petricoin would probably not appreciate what I 
was doing, I believed strongly that my company was entitled to an objective assess- 
ment and oversight by NCI officials who were in a better position to act in an im- 
partial manner. The meeting was relatively short, but was courteous and offered a 
promise of appropriate guidance from senior NCI management. I expressed concerns 
about actions that appeared to be undermining our exclusive license agreement and 
Dr. Barker indicated she would take all my concerns under advisement. The issue 
of potential conflicts of interest per se was not discussed as it appeared that NCI 
had taken the matter under review. 

In October 2003, I received a packet from the National Cancer Institute, pro- 
posing, effectively, that we simply abandon all critical rights in our research 
CRADA that had been negotiated over the preceding year, eliminate all of the terms 
contained in the September 2002 letter of agreement, and enter into a very narrowly 
defined clinical trial CRADA. We were expected to agree to language that directly 
contravened specific provisions in prior written agreements with the government, in- 
cluding, specifically, our exclusive license agreement. Notably, it also once again left 
Correlogic out of the loop with regard to determining the components of the diag- 
nostic testing system. 

The Recent Subcommittee Hearings 

All of us at Correlogic were disappointed, and surprised, at the testimony given 
to this subcommittee by Dr. Liotta and Dr. Petricoin. Their arguments for why no 
conflict of interest ever existed depend on minimizing Correlogic through three 
themes. First, they claim that Correlogic was “just” a “software” company, attempt- 
ing to draw a distinction between the scope of Correlogic’s business activities and 
those of Biospect. In fact, the National Cancer Institute’s own documents rebut this 
assertion. For example, the National Institutes of Health’s Office of Technology 
Transfer described what we were seeking to create as a “diagnostic apparatus.” In 
various correspondence between NCI, Correlogic, Dr. Petricoin, and Dr. Liotta, the 
term most commonly used to describe the system we were building was “a device.” 
There were many, many meetings devoted to detailed discussions of Correlogic’s 
focus on the development of a diagnostic testing system. In fact, the issue of the 
selection and assembly of all of the components of a diagnostic testing system was, 
and is, at the very heart of the two year-long clinical trial CRADA negotiations. This 
is also the kind of information that companies consider to be among their most 
closely-held proprietary matters. 

Second, they seem to imply that the hidden patterns technology we helped pioneer 
for the early detection of cancer was something related to what they had been work- 
ing on for years. While it is true that Dr. Petricoin and Dr. Liotta had been working 
on trying to diagnose cancer for years, our approach to cancer diagnostics was some- 
thing new. In fact, their own actions undermine their argument. If their assertion 
were true, why did Dr. Petricoin file a Public Health Service Employee Invention 
Report which clearly states that something novel had been invented? Why did Drs. 
Petricoin and Liotta work with us on filing patents in our collective names? Why 
did they continue to publish with us results trumpeting our novel approach? 

Third, they diminish Correlogic’s role in the development of the technology on the 
basis that we lack all the resources and laboratories available to the government 
or large companies. No one at my company is suffering under any delusions in this 
regard. However, we had an idea that may radically change the way physicians test 
for cancers and dramatically improve a patient’s chance for early detection and 
treatment. Using our unique abilities, our staff and advisors, as well as the specific 
talents of government specialists and the capabilities of well-established industry 
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players, such as Quest Diagnostics, LabCorp, Charles River Proteomics and Advion 
Biosciences, we are on the brink of bringing a new testing device to market. We are 
hoping to follow in the footsteps of the many innovative small companies that have 
made a substantial contribution to the public health. Facilitating this journey is the 
very purpose behind the Federal Technology Transfer Act — allowing different enti- 
ties in the public and private sector to pool their abilities in order to advance med- 
ical science. 

Mr. Chairman, I hope my testimony today will shed some light on the need for 
reform of the consulting and outside activities approval process at the Public Health 
Service. As the experience of Correlogic demonstrates, the government’s current eth- 
ics, licensing and CRADA processes allow for an inappropriate muddle of intellec- 
tual property, licensing, and commercialization rights of government agencies, pri- 
vate individuals, corporations, and public employees acting as private sector entre- 
preneurs. 

It is impossible in such a Kafkaesque morass to have any hope of impartiality or 
basic protection of contractual rights such as patent license agreements and 
CRADA. It is simply wrong for a single federal employee, whose salary is paid by 
taxpayers, to sit in judgment, or influence the outcome of contracts affecting legal 
rights and obligations when he or she may have private, pecuniary interests. It is 
also wrong for one component of an agency to undermine contractual rights granted 
by the parent agency. It isn’t tolerated anywhere else in government. It should not 
be permitted at the National Cancer Institute. 

Mr. Chairman, I believe the experience of Correlogic is the exception not the rule. 
I remain convinced that the vast majority of employees at FDA, NCI and NIH are 
upstanding and dedicated public servants who would never put themselves into the 
kind of ethical quagmire we have experienced. Moreover, I believe, more than ever, 
that every American has a vested interest in the success of the kind of cooperative 
relationships that led to our original contract with the Public Health Service, and 
I hope that whatever changes the agencies and the Subcommittee feel are war- 
ranted do not undermine this critical activity. 

I hope the larger ethical issues can be addressed quickly, just as I hope the spe- 
cific problems facing Correlogic can be resolved expeditiously. I hope, despite my ap- 
pearance today, that Correlogic will be allowed to finish the work called for in the 
various agreements we have signed with the NIH and National Cancer Institute 
and the Food and Drug Administration. I hope that the NIH will honor its license 
agreements. And, I hope that Correlogic will not be victimized a second time by 
being shunned by the NIH when we seek future research collaborations. 

All we ask for is a level playing field, where a contract signed on one day cannot 
be discarded the next, at the whim of public employees who may have their own 
private, business agendas. The small private investors who have funded Correlogic, 
and hundreds of other small biotech companies deserve better. The men and women 
in our public health service deserve better. And, most importantly, the millions of 
Americans whose lives could be saved by the earlier and more accurate detection 
of cancer deserve better. 

I would be happy to answer any questions you may have. 

Mr. Greenwood. Thank you, Mr. Levine, and let me assure you, 
sir, that even a hint of any kind of retribution or negative response 
for your cooperation with this committee will absolutely not be tol- 
erated by this committee. 

Mr. Levine. I appreciate that very much. 

Mr. Greenwood. And we would expect for you to inform us of 
any such untoward actions occur, because we will be all over it. 

Mr. Levine. Thank you, sir. 

Mr. Greenwood. Dr. Heller. 

TESTIMONY OF JONATHAN C. HELLER 

Mr. Heller. Good afternoon. Chairman Greenwood and mem- 
bers of the committee. My name is Jonathan Heller and I am Vice 
President for Information and Project Planning at Predicant Bio- 
sciences, formerly known as Biospect. 

Thank you for the opportunity to appear before you today to dis- 
cuss past consulting arrangements between my company and Dr. 
Lance Liotta and Chip Petricoin. With your permission, before I ad- 
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dress these consulting relationships, I would like to take a few mo- 
ments to tell you about myself and the company where I am ex- 
tremely proud to work. 

In 1989, I received my Bachelor’s Degree with Honors in applied 
mathematics from Harvard University. After college, I joined the 
Peace Corps as a volunteer and spent 2 years in Papua New Guin- 
ea, teaching science and math. My passion for science and math ul- 
timately led me to graduate school at the University of California, 
Berkeley, where I earned a PhD in Biophysics in 1997. The focus 
of my graduate work was on biophysical investigations of Prion 
proteins, which are responsible for Mad Cow disease. 

In 2002, I was offered a wonderful opportunity with a small. 
South San Francisco startup company called Biospect. We recently 
changed our name to Predicant Biosciences. 

I was one of the first scientists to join Predicant, which has now 
^own to thirty-five employees. Our goal is and has been to revolu- 
tionize patient care by developing a platform that will reliably de- 
tect and diagnose the severity of a disease by analyzing protein 
patterns in blood. 

We are still approximately 18 to 24 months away from having a 
diagnostic service ready for sale on the market. As I testify today, 
my colleagues in California are hard at work on the company’s in- 
tegrated system. In very simple terms, our system works in the fol- 
lowing way: A drop of blood from a patient is fed into our instru- 
ment; the instrument prepares the blood sample for analysis; pro- 
teins in the blood are separated into smaller groups; the grouped 
proteins are then sprayed into a mass spectrometer, a detection in- 
strument; and finally, the data is analyzed to find patterns that 
suggest the presence of a disease. Many of our competitors focus 
on one, perhaps two of these steps. We believe that our comprehen- 
sive approach sets us apart, which is why we often refer to our sys- 
tem as a complete, “blood to answer” solution. 

I manage the informatics department at Predicant. I work with 
a team of eight scientists and mathematicians on the last step of 
our integrated system, the data analysis step. We develop statis- 
tical tools for signal processing and for finding patterns in the data. 
These software tools help us cull meaningful information out of 
very large and often “noisy” data sets. 

We are hopeful that our “blood to answer” solution will become 
an important milestone in the field of predictive medicine. We at 
Predicant are very hard at work to make that happen. Earlier de- 
tection, more accurate diagnoses, and better information on the 
acuteness of a disease will optimize treatment selection and have 
a dramatic impact on patient care, on outcomes, and on health care 
costs. 

We understand that the committee recently has held several 
hearings on the important topic of ethics at the National Institutes 
of Health. Our company applauds the committee for its attention 
to this issue. 

At the hearing on May 18, the committee considered a “case 
study” involving the consulting relationships between our company 
and Drs. Liotta and Petricoin. While Predicant was unaware that 
the company would be a topic for discussion at that hearing, we are 
grateful for this opportunity to participate in this very important 
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dialog and to provide our perspective on the issues raised by the 
committee. 

Drs. Liotta and Petricoin began consulting on a part-time basis 
for our company in December 2002. As this committee has pre- 
viously heard, they are among the most prominent scientists in the 
field of clinical proteomics. Predicant engaged Drs. Liotta and 
Petricoin because they are thought-leaders in the field, and we be- 
lieved that they could assist us in conceiving of and evaluating po- 
tential applications for our system and technology. In other words, 
we hoped that they could help us identify which diseases to target 
first. 

At the time that we engaged Drs. Liotta and Petricoin, our com- 
pany was aware that there are important ethical restrictions that 
limit the type of outside activities that can be engaged in by gov- 
ernment scientists. As a result, we sought to ensure that we fol- 
lowed all the applicable NIH and FDA guidelines and processes 
and were open and transparent in our dealings with those agen- 
cies. The consulting agreements were reviewed and formally ap- 
proved by ethics officials at both the NIH and the FDA. 

Because Drs. Liotta and Petricoin are government scientists, our 
consulting agreements with them deliberately carved out large 
areas as off-limits for consultations or discussions of any kind. For 
instance, Drs. Liotta and Petricoin could not tell us about their offi- 
cial government research if their findings had not been made pub- 
lic. This includes any research performed under a CRADA. 

One of the concerns raised by the committee was that Drs. Liotta 
and Petricoin were consulting for Predicant at the same time they 
were engaged in Government work with a software development 
company called Correlogic. At the time that we entered into con- 
sulting agreements, we asked them to identify all of their outside 
activities, and we became aware of their CRADA. In addition, the 
fact of the collaboration between Correlogic and the Government 
was well known. As a result of the Correlogic agreement, the shar- 
ing of any public/non-public CRADA-related information was spe- 
cifically excluded from the scope of our consulting agreements. Con- 
sistent with the agreements. Predicant never sought from Drs. 
Liotta and Petricoin, and they never shared with Predicant, any 
non-public information regarding their CRADA with Correlogic. In 
fact, they never shared any non-public information of any kind 
with Predicant. 

Another important point to be made here is that, while our com- 
pany and Correlogic both employ clinical proteomics to detect dis- 
ease, I think it is fair to say that our two companies are pursuing 
different methods — ^both in terms of the software and technology to 
achieve this goal. It is our understanding, based on public informa- 
tion, that Correlogic’s software technology uses self-organizing 
maps in combination with genetic algorithms to identify and ana- 
lyze proteins in the blood. Predicant, on the other hand, has fo- 
cused on other methods, which we hope will prove more effective. 
In addition, as noted. Predicant’s goal is to develop a comprehen- 
sive “blood to answer” approach to disease detection, which we be- 
lieve is not directly comparable to Correlogic’s technology. 

In closing, I would like to emphasize on behalf of all of my col- 
leagues at Predicant that we will continue to follow our internal 
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ethical standards and all applicable government requirements as 
we strive to create new tools to aid in the detection of cancer and 
other diseases. We believe that we followed the rules and acted ap- 
propriately in our relationship with Drs. Liotta and Petricoin. 

Thank you for the opportunity to appear before you today and to 
participate in the important work of the committee. I would be 
pleased to answer any of your questions. 

[The prepared statement of Jonathan C. Heller follows:] 

Prepared Statement of Jonathan C. Heller, Vice President, Information and 
Project Planning, Predicant Biosciences, Inc. 

Good afternoon. Chairman Greenwood, Representative Deutsch, and Members of 
the Committee. My name is Jonathan Heller, and I am Vice President for Informa- 
tion and Project Planning at Predicant Biosciences, formerly known as Biospect, Inc. 
Thank you for the opportunity to appear before you today to discuss past consulting 
arrangements between my company and Dr. Lance Liotta of the National Cancer 
Institute (“NCI”) and Dr. Emanuel “Chip” Petricoin of the Food and Drug Adminis- 
tration (“FDA”). With your permission, before I address those consulting relation- 
ships, I would like to take a few moments to tell you about myself and the company 
where I am extremely proud to work. 

In 1989, I received my Bachelor’s Degree with Honors in applied mathematics 
from Harvard. After college, I joined the Peace Corps as a volunteer and spent two 
years in Papua New Guinea, teaching science and math. My passion for science and 
math ultimately led me to graduate school at the University of California, Berkeley, 
where I earned a PhD in Biophysics in 1997. The focus of my graduate work was 
on biophysical investigations of Prion proteins, which are related to Mad Cow dis- 
ease. 

In 2002, I was offered a wonderful opportunity with a small. South San Francisco 
startup company called Biospect. After a lengthy deliberative process, our company 
recently changed its name to Predicant Biosciences because of trademark issues as- 
sociated with the name “Biospect,” and because we believe the name “Predicant” 
more closely reflects our mission of identifying and predicting disease. 

I was one of the first scientists to join Predicant, which has now grown to thirty- 
five employees. Our goal is and has been to revolutionize patient care by developing 
a platform that will reliably detect or diagnose the severity of a disease by analyzing 
protein patterns in blood. Predicant is just two-years old and still in the develop- 
ment phase. To date, we have been concentrating on developing our technology; re- 
fining our business strategy and operational plans; developing scientific and clinical 
collaborations; and, most importantly, building a team of dedicated and talented sci- 
entists. 

We are still approximately 18 to 24 months away from having a diagnostic service 
ready for sale on the market. As I testify today, my colleagues in California are hard 
at work on the company’s integrated system. In very simple terms, our system 
works in the following way: A drop of blood from a patient is fed into our instru- 
ment; the instrument prepares the blood sample for analysis; proteins in the blood 
are separated into smaller groups; the grouped proteins are sprayed into a mass 
spectrometer, a detection instrument; and finally, the protein patterns are analyzed 
to differentiate between patterns that suggest the presence of a disease and pat- 
terns that do not. Many of our competitors focus on one, perhaps two of these steps. 
We believe that our comprehensive approach sets us apart, which is why we often 
refer to our system as a complete, “blood to answer” solution. 

I manage the informatics department at Predicant. I work with a team of eight 
scientists and mathematicians on the last step of our integrated system — the anal- 
ysis step. We develop statistical tools for signal processing and for finding patterns 
in the data. These software tools help us cull meaningful information out of large 
and often “noisy” data sets. 

We are hopeful that our “blood to answer” solution will become an important mile- 
stone in the field of predictive medicine. Many dedicated scientists at Predicant are 
working very hard to make that happen. Earlier detection, more accurate diagnoses, 
and better information on the acuteness of a disease will optimize treatment selec- 
tion and have a dramatic impact on patient care, outcome, and healthcare cost. 

We understand that the Committee recently has held several hearings on the im- 
portant topic of ethics at the National Institutes of Health (“NIH”). Our company 
applauds the Committee for its attention to this issue. 
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At the hearing on May 18, the Committee considered a “case study” involving the 
consulting relationships between our company and Drs. Liotta and Petricoin. While 
Predicant was unaware that the company would be a topic for discussion at the May 
18 hearing, we are grateful for this opportunity to participate in this very important 
dialogue and to provide our perspective on the issues raised by the Committee. 

Drs. Liotta and Petricoin began consulting on a part-time basis for our company 
in December 2002. As this Committee has heard previously, Drs. Liotta and 
Petricoin are among the most prominent scientists in the field of clinical proteomics, 
our company’s area of focus. Predicant engaged Drs. Liotta and Petricoin because 
they are thought-leaders in the field, and we believed that they could assist us in 
conceiving of and evaluating potential applications for our system and technology. 
In other words, we hoped Drs. Liotta and Petricoin would use their knowledge and 
experience in the field to assist us in a variety of ways, including by helping us 
identify which diseases to target first. 

At the time that we engaged Drs. Liotta and Petricoin, our company was aware 
that there are important ethical restrictions that limit the type of outside activities 
that can be engaged in by government scientists. As a result, we sought to ensure 
that we followed all the applicable NIH and FDA guidelines and processes and were 
open and transparent in our dealings with those agencies. The consulting agree- 
ments between Predicant and Drs. Liotta and Petricoin were reviewed and formally 
approved by ethics officials at both the NCI and the FDA. In addition, it is our un- 
derstanding that NCI officials in fact helped draft the agreement between Dr. Liotta 
and Predicant. 

Because Drs. Liotta and Petricoin are government scientists, our consulting agree- 
ments with them deliberately carved out large areas as off-limits for consultations 
or discussions of any kind. For instance, Drs. Liotta and Petricoin could not tell us 
about their official government research if their findings had not been made public. 
This included any research performed under a Cooperative Research and Develop- 
ment Agreement, or “CRADA.” 

One of the concerns raised by Committee Members at the May 18 hearing was 
that Drs. Liotta and Petricoin were consulting for Predicant at the same time they 
were engaged in government work with a software development company called 
Correlogic. At the time that we entered into consulting agreements with Drs. Liotta 
and Petricoin, we asked them to identify all of their outside activities, and we be- 
came aware of their CRADA with Correlogic as a result. In addition, the fact of the 
collaboration between Correlogic and the government and its general subject matter 
were well known in our field. As a result of the Correlogic agreement, the sharing 
of any non-public CRADA-related information was specifically excluded from the 
scope of the consulting agreements between our company and Drs. Liotta and 
Petricoin. Consistent with the agreements. Predicant never sought from Drs. Liotta 
and Petricoin, and Drs. Liotta and Petricoin never shared with Predicant, any non- 
public information regarding their CRADA with Correlogic. In fact, Drs. Liotta and 
Petricoin never shared any non-public information of any kind with Predicant. We 
were always of the view that they took care to ensure that their work for us did 
not breach any ethical or other requirements. 

Another important point to be made here is that, while our company and 
Correlogic both employ clinical proteomics to detect disease, I think it is fair to say 
that our two companies are pursuing different methods — both in terms of software 
and technology — to achieve this goal. It is our understanding — based on public infor- 
mation — that Correlogic’s software technology uses self-organizing maps in combina- 
tion with genetic algorithms to identify and analyze proteins in the blood. Predicant, 
on the other hand, has focused on other methods, which we hope will prove more 
effective. In addition, as noted, Predicant’s goal is to develop a comprehensive “blood 
to answer” approach to disease detection, which we believe is not directly com- 
parable to Correlogic’s technology. As a result, even if it had not been prohibited 
by our consulting agreement, Predicant would not have sought confidential informa- 
tion pertaining to Correlogic’s CRADA because such information would have been 
of no value to our company. 

In closing, I would like to emphasize on behalf of all of my colleagues at Predicant 
that we will continue to follow our internal ethical standards and all applicable gov- 
ernment requirements as we strive to create new tools to aid in the detection of can- 
cer and other diseases. We believe that we followed the rules and acted appro- 
priately in our relationship with Drs. Liotta and Petricoin. 

Thank you for the opportunity to appear before you today to participate in the 
important work of the Committee. I would be pleased to answer any of your ques- 
tions. 
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Mr. Greenwood. Thank you, Dr. Heller. I’m going to ask — the 
Chair recognizes himself and Ms. DeGette and I have agreed that 
ni question for both of us, so we’re going to go through a fairly 
tight script here. 

So if the staff could please play clips two and three, we will hear 
Dr. Petricoin’s testimony from last week about discussions he had 
regarding this with you, Mr. Levine. 

[Tape is played.] 

Mr. Greenwood. Mr. Levine, in your discussions with Dr. 
Petricoin was your frustration, as he recalls, simply over the fact 
that Biospect employed so many former NCI employees? 

Mr. Levine. Not at all, Mr. Chairman. My conversation with Dr. 
Petricoin which, in fact, did not occur at the time that Dr. Petricoin 
suggested that it did, was a 

Mr. Greenwood. When did it occur? 

Mr. Levine. The actual oral conversation occurred or telephone 
conversation, I should say, occurred on or about July 8 or July 9, 
2003. And it was explicit at that time that we viewed Biospect as 
a competitor. And what’s interesting though is when I look back be- 
cause of these hearings, it’s very clear that in May 2003, I had sent 
an e-mail to Drs. Petricoin and Liotta which included the website 
of Biospect. It had been sent to me by an outside industry execu- 
tive who said this is your new competition, Peter. And I forwarded 
that e-mail to Drs. Petricoin and Liotta as sort of an FYI because 
we were always talking about the competition out there, in essence. 

So I made it very clear 

Mr. Greenwood. Mr. Levine, would you turn to Tab 28 in the 
binder there. I think that is the e-mail to which you are referring. 
I’m going to ask you to read it. Go to Tab 28 and then go to the 
second page and I think you’ll find the e-mail to which you just re- 
ferred. 

Would you read that? 

Mr. Levine. The incoming e-mail is directed to me from an out- 
side industry executive. It says, “Peter, nice talking with you today. 
Here’s some information on your new competition. I’ll be in touch. 
Vince.” And attached to the bottom of the e-mail is the website, I 
assume the website at that time of Biospect which describes the 
company. Actually, I think Dr. Heller’s description just now was ex- 
tremely accurate. And that’s exactly as we perceived Biospect to be 
which was again exactly what Correlogic is doing. 

I then forwarded this same e-mail with all the background mate- 
rial on Biospect to Drs. Liotta and Petricoin on Thursday, May 22. 
And the subject line was “FYI, Info on Biospect, FYI Rick 
Klausner, Lance and Chip, Peter.” 

So I brought this to their attention. I had no idea that they were 
consulting for Biospect. Frankly, I had never heard of Biospect be- 
fore, but again this was brougM to my attention by an outside in- 
dustry executive. 

In the 4 or 5 weeks that followed this e-mail, I was informed by 
a number of other biotech industry officials that they heard that 
Petricoin and Liotta were consulting for Biospect or had some affili- 
ation actually. And I became worried about that. And it was 
brought to my attention very specifically in late June, actually, I 
think it was over the July 4 weekend and I went to the website 
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for the first time myself and all the pieces came together. I realized 
that Biospect was located on the same floor in our building in Be- 
thesda and that I had indeed seen Drs. Petricoin and Liotta there 
which always struck me as being rather odd from time to time. 
And all the pieces began to come together. 

So at that point I called Dr. Petricoin who I considered to be a 
friend and I confronted him about it, very directly, and my concern 
getting back to your question, Mr. Chairman, my concern was not 
that there were all these former NCI folks, the concern was very 
specifically that Biospect was a competitor and that they were con- 
sulting with a competitor. 

Mr. Greenwood. Did your discovery of the consulting arrange- 
ment between Biospect and Drs. Liotta and Petricoin have an im- 
pact on your working relationship within the CRADA? 

Mr. Levine. Oh, it most certainly did. I immediately instructed 
all the scientists at Correlogic to be very careful about the informa- 
tion that we shared with them. And for example, this is at a time 
where we were beginning our work on electrospray technology and 
again, I don’t know much about the details at Biospect, but it cer- 
tainly seems to be very much related and this was an area that we 
were pursuing aggressively, again, all part of the process of putting 
together a turnkey system that goes basically from the patient’s 
vein to a diagnostic determination. So we cautioned, I cautioned ev- 
erybody at Correlogic to be very careful about what was said until 
the issue was resolved. 

Mr. Greenwood. I’m going to ask the staff to play Clip 5 now. 

[Tape played.] 

Mr. Greenwood. First, let me ask you. Dr. Heller, do you con- 
sider yourself just a medical device company? 

Mr. Heller. I don’t know exactly what a medical device company 
is, Mr. Chairman. I would say that we’re trying to provide a com- 
plete solution. It contains an instrument. It contains software. It 
contains an application and we plan on delivering that entire sys- 
tem to the market for diagnosis. 

Mr. Greenwood. Sounds like what Mr. Levine is trying to do. 

Mr. Heller. It does sound like what he has said he is trying to 
do. That is not our understanding of what he was trying to do. 

Mr. Greenwood. Let me go to you, Mr. Levine. Do you agree 
with Dr. Liotta’s assertion that you just heard, that what 
Correlogic is doing “seems completely different” from what Biospect 
is doing? 

Mr. Levine. No, I was actually amazed at that comment because 
at that time, and going back actually as early as April 2002, it’s 
very clear from the license agreement that we have with the Public 
Health Service and from what has now been a 2-year negotiation, 
that the very central issue was the creation of a turnkey system. 
That was the content of probably a good two-thirds of our CRADA 
meetings. It was the content, in fact, it was the sticking point of 
our negotiations with the Public Health Service and particularly 
with NCI was the selection of components for a turnkey system. 

Mr. Greenwood. And is there any question in your mind that 
Dr. Liotta understood that? 

Mr. Levine. Dr. Liotta was intimately involved in all those nego- 
tiations. And indeed, one of the other issues that went on in this 
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same time period was that, of course, the Public Health Service ap- 
proved our contract with Lab Corp. of America and Quest 
Diagnostics and again, these are companies that with Correlogic, 
were attempting to deliver a turnkey ovarian cancer testing serv- 
ice. So again, the idea that we were only a software company is — 
it’s very clear as early as April 2002, that was not the case. 

Mr. Greenwood. Do you believe that other parties at NIH un- 
derstood that you were not just a software company as Dr. Liotta 
suggested? 

Mr. Levine. Well, I don’t know where in the hierarchy of NIH 
the information was going. I know certainly that Drs. Liotta and 
Petricoin were our principal contacts at NIH, at FDA and NCI. So 
I don’t know what they were telling their superiors, but clearly, a 
large number of people that ranged frankly from Dr. Shtrom of 
Biospect to people in the Office of Technology Transfer of NIH to 
the people or to the officials in the Office of Technology Transfer 
at NCI, all of whom were intimately aware of this. It’s in docu- 
ments. 

Mr. Greenwood. Speaking of documents, in Tab 28 again, would 
you point out some of the NIH e-mails that show what they under- 
stood? 

Mr. Levine. There are a series of e-mails here and for example, 
this is one on July 3, 2003 between Kevin Brandt and myself, cc’d 
to Dr. Liotta and Dr. Petricoin. 

Mr. Greenwood. Explain who Kevin Brandt is. 

Mr. Levine. I’m sorry. He’s with NCI’s Office of Technology 
Transfer. And again, this e-mail is describing the development of 
what at this point was a Memorandum of Understanding and the 
focus of this e-mail and I believe several others in this same group 
is the — for example, choosing of components. And again, the issue 
of choosing of components is far beyond software. It was one of the 
things that we were focusing on which mass spec, you use, this pro- 
tein separation or ionization system do you use? Frankly, all the 
components Dr. Heller just described. That’s exactly what 
Correlogic was doing. 

Our business model, however, was a little bit different, appar- 
ently, than Biospect’s. We were doing this through collaborations 
with Lab Corp. and Quest, with Avion Biosciences, with Charles 
River Proteomics. We were doing this by way of license agreement 
and contract. But clearly, every one of these e-mails and all of 
these negotiations were all centered on that point of developing a 
turnkey system. 

Mr. Greenwood. Do you believe that it would be clear to some- 
one comparing Correlogic to Biospect that the two companies are 
competitors? 

Mr. Levine. Clearly, and in fact, again the way in which I was 
alerted to, was that other industry executives, including some sen- 
ior executives at a very large in vitro diagnostic company that if 
I mentioned the name everybody would know, they were the ones 
who were bringing it to my attention. 

Mr. Greenwood. Were you aware, prior to these hearings, that 
in August 2002, Drs. Petricoin and Liotta were in discussions with 
a company called Signet Labs about becoming members of their 
new scientific advisory board? 
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Mr. Levine. Prior to these hearings, no. 

Mr. Greenwood. Would you go to Tah 33 and read the June 28, 
2002 e-mail from Jeff Livingstone to Dr. Petricoin and Dr. 
Petricoin’s response. 

Mr. Levine. It says “thank you very much for your kind reply. 
We are aware of Dr. Liotta’s excellent work in proteomics and LCN 
and has worked with Ben Hitt at Correlogic. I agree he’d be an ex- 
cellent person to contact in this regard. At present. Signet is a pri- 
vately owned small business. The core business if profitable. How- 
ever, the capital necessary for commercialization or new technology 
will require outside financing. Our plans are to use outside invest- 
ment to double our size and research activities. And we will be 
starting our road show next month to raise approximately $15 mil- 
lion for successful commercialization of our technology. We expect 
this to be done through a combination of corporate and venture in- 
vestments and some of our corporate partners, Zymarc, Corning, 
Life Science, etcetera, have expressed interest in contributing. In 
order to preserve capital, we are intending to offer equity com- 
pensations to those who serve as members of the SAB. Obviously, 
once we close on our first round of financing, this will convert to 
cash or cash plus equity basis, depending upon the interest of that 
particular SAB member.” Dr. Petricoin’s response dated Friday, 
June 28 says “Hi Jeff, I’d be interested in learning more about this. 
I’d like to recommend my colleague. Dr. Lance Liotta at the NCI 
for consideration for the SAB. I can provide you with his contact 
info if you wish. I highly recommend him. We would have to re- 
ceive outside activity okay from ethics. Can you tell me what kind 
of compensation the SAB members receive for their time. Best. 
Emanuel.” 

Mr. Greenwood. Now read the second paragraph in the e-mail 
from Jeff Livingstone to Drs. Petricoin and Liotta and then the 
reply e-mail from Emanuel Petricoin dated August 1, 2002. Tab 32. 

Mr. Levine. The e-mail from Dr. Petricoin to Mr. Livingstone 
says “Hi Jeff, both Lance and I are interested in talking with you 
about this. Perhaps a conference call this afternoon would be help- 
ful to us so that we can understand better what you envision our 
roles to be, a bit more about your Magellan technology and how to 
get ethics clearance. Note that both Lance and I work with 
Correlogic as a CRADA partner within our Government jobs. Best, 
Emanuel.” 

And then there’s another e-mail here also from Jeff Livingstone 
to Dr. Liotta. “Dr. Liotta, you may be aware of any correspondence 
with Dr. Petricoin. I’ve invited him to be a member of a new Sci- 
entific Advisory Board we’re putting together. He, in turn, sug- 
gested we send an invitation to you. As we’re very aware of your 
excellent work in pathology and proteomics and of course, your 
background is an ideal fit for a new technology we’ll be launching 
at the DDT meeting this coming Sunday. My only concern here is 
there may be a conflict of interest between the companies you’re 
working with at present, e.g., Correlogic and any companies you 
may intend to start. As a professional courtesy, I do not wish to 
put you in such a situation. We meant no slight. I trust you under- 
stand. However, if this is not the case and you are interested, then 
please let me know. We’d be honored to have expertise and per- 



554 


spective available for the development of our Magellan platform. 
Plese note, I’ve sent a binder to Dr. Petricoin containing an over- 
view of our company and technology, along with his invitation to 
the SAB. Please feel free to review it if you wish. I note you be par- 
ticipation” — that’s the way it’s written — “in the DDT meetings. See 
below. I intend to be at this meeting on Sunday and all day Mon- 
day. I’d be happy to meet with you in person if you have the time. 
If you’re interested in visiting Signet while you’re here, please let 
me know. I’d like to extend this invitation to Dr. Petricoin as well, 
if he’ll be here for the meeting. Thank you for consideration.” 

Mr. Greenwood. Let me ask you this question. What role did 
Svetlana Shtrom play in the CRADA? 

Mr. Levine. Dr. Shtrom was the NCI technology transfer spe- 
cialist that I dealt with continuously really from the summer of 
2000 through the fall of 2002, both through the development of the 
original CRADA and then the attempted amendments that began 
in the summer of 2002 and she was also involved indirectly, I will 
add though, with the negotiations with NIH’s Office of Technology 
Transfer about the license that we had, the exclusive license for the 
hidden patterns technology. The reason being is that there was an 
overlap, if you will, between the CRADA and the license agree- 
ment. Indeed, that’s one of the issues really here that makes this 
so complicated. It’s again that we are both co-inventors, along with 
Petricoin and Liotta and we are the exclusive licensee of the Gov- 
ernment’s interest in that invention and at the same time oper- 
ating under a CRADA. 

So there was a lot of exchange of e-mails, conversations, between 
the Technology Transfer Office of NIH that we negotiated with for 
the exclusive license and NCI’s Tech. Transfer Office that was re- 
sponsible for the CRADA. 

Mr. Greenwood. And when did you learn that Svetlana Shtrom 
was involved with Biospect? 

Mr. Levine. At the same time, essentially, that I learned that 
Dr. Petricoin and Dr. Liotta were involved. I was aware that she 
was on the floor of our building, but never made the association. 

Mr. Greenwood. In your testimony, you mention that you’re on 
the brink of bringing a new testing device that can improve 
chances for early detection and treatment of cancer to market. Has 
the process of negotiating with NIH in any way slowed the process 
of getting your product to the American people who need it? 

Mr. Levine. That’s difficult to answer, Mr. Chairman, but cer- 
tainly the amount of time, energy and effort that a little company 
like Correlogic has spent — a 2-year negotiation and of course, the — 
as we began to describe the CRADA relationship after July as the 
un-CRADA, certainly we could have made much more progress had 
there been a genuine collaboration and cooperation with our Gov- 
ernment partners. 

Mr. Greenwood. Okay, Dr. Richard Klausner is listed on 
Biospect Predicant’s website as a founder and director of the com- 
pany. Do you know whether or not Dr. Klausner was aware of the 
work being done on Correlogic’s CRADA with NCI? 

Mr. Levine. Long before any of these issues became aware, be- 
came apparent to me, in casual conversations with both Drs. Liotta 
and Petricoin, they mentioned to me the great interest that Dr. 
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Klausner had in this and indeed, I think when you look back at 
all that went on, there was a tremendous amount of publicity in 
February 2002 concerning the Lancet publication on our ovarian 
cancer work with Dr. Liotta and Dr. Petricoin. So I think the Agen- 
cy as — I think everyone at the highest levels of the Agency was 
very much aware of this work, but again, I was told specifically 
that both Petricoin and Liotta had been brought in to talk with Dr. 
Klausner. 

Mr. Greenwood. And do you know if those discussions occurred 
before or after his departure from NCI? 

Mr. Levine. No, I believe they occurred before. 

Mr. Greenwood. When you learned that Dr, Klausner was in- 
volved with Biospect, were you alarmed that the person with whom 
the two principal investigators on your CRADA had discussed your 
work, was involved with a competitor? 

Mr. Levine. Well, all that raised troubling questions and again, 
the e-mail that I sent to Drs. Liotta and Petricoin on May 22 was 
part of that issue. And again, because we routinely over the pre- 
ceding 2 years had sent e-mails and constantly talked between our- 
selves about what other institutions were doing, other academics, 
other private sector companies, knowing that there were other folks 
out there who were sort of racing to fill the same space. 

So yes, it was very troubling and in general, the idea that the 
former director of NCI and actually there were at least three peo- 
ple that I know from NCI, two rather high positions, plus Dr. 
Shtrom who had worked with us directly, were all now members 
or were working with Biospect. Certainly, it seemed to be stacking 
the deck. 

Mr. Greenwood. Okay. I will turn to you. Dr. Heller. 

When did Biospect hire Dr. Liotta and Dr. Petricoin? 

Mr. Heller. I believe their consulting agreement started in De- 
cember of 2002. 

Mr. Greenwood. And how long did the consulting relationship 
last? 

Mr. Heller. Up until last month as far as I know. 

Mr. Greenwood. Last month? 

Mr. Heller. Last couple of months, yes. 

Mr. Greenwood. And do you know when Dr. Liotta stopped re- 
ceiving payments? 

Mr. Heller. I don’t have an exact date, but it was some time in 
2004. 

Mr. Greenwood. And did these two doctors work pretty consist- 
ently through that time period? 

Mr. Heller. They spent initially about 2 days a month and then 
subsequently about 1 day a month working with us. 

Mr. Greenwood. So Biospect was still compensation Dr. Liotta 
for work into May, is that correct? 

Mr. Heller. I believe his last paycheck was May 1. 

Mr. Greenwood. Look at Tab 41, I think it might help you. 

Mr. Heller. So yes, according to this. Dr. Liotta got paid on May 
1, 2004. 

Mr. Greenwood. Okay, the staff would put up a slide and if you 
would turn your attention to the screen. Dr. Heller. 
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Is this the canceled check indicative of the last time Biospect 
compensated Dr. Liotta? 

Mr. Heller. That looks like it is. 

Mr. Greenwood. Okay. So he was still doing work for the com- 
pany during March, April and May. Is that correct? 

Mr. Heller. I do not recall whether we actually had conversa- 
tions during that time period, but I would say most likely we did, 
yes. 

Mr. Greenwood. Is it likely you would have compensated him 
for doing nothing? 

Mr. Heller. As the agreement stood, we compensated them on 
the first of every month regardless. They did not have to turn in 
time sheets or anything like that. We did a direct deposit essen- 
tially. 

Mr. Greenwood. You don’t know whether he was still doing 
work during those 3 months? 

Mr. Heller. In the last couple of months, I was no longer on the 
phone calls with Drs. Petricoin and Liotta. I would have to guess 
that they were still doing work in February. 

Mr. Greenwood. You said that you were not on the phone calls. 
That presumes that you know that there were phone calls? 

Mr. Heller. I assume there were phone calls. 

Mr. Greenwood. You assume, based on what do you make that 
assumption? 

Mr. Heller. One of my colleagues was responsible for working 
with them and setting up such phone calls and he was fairly dili- 
gent about that. 

Mr. Greenwood. Okay. The Chair will yield 10 minutes to the 
gentleman from Florida, Mr. Stearns. 

Mr. Stearns. Thank you, Mr. Chairman. If the staff would 
please play clip one. Plese listen to a statement of Dr. Petricoin 
made at our last hearing. 

[Audio file played.] 

Mr. Stearns. I guess the question would be for Dr. Heller. 

Based on Biospect’s relationship with Dr. Petricoin, do you be- 
lieve it is likely that this encounter with Dr. Goodman was the first 
time Dr. Petricoin understood that Biospect did data analysis? 

Mr. Heller. With all due respect, I cannot really say what Dr. 
Petricoin and Dr. Liotta remember about what we told them. I 
have the utmost respect for Drs. Liotta and Petricoin and therefore 
it’s actually hard for me to understand the clip that we just heard. 

I believe that we had past discussions with them, starting at the 
beginning of their consulting relationship with us which made 
them aware that the company was doing pattern recognition, pat- 
tern analysis and subsequent to that we signed a confidentiality 
agreement with the NCI to acquire new data that was publicly 
available, but not yet published from Drs. Liotta and Petricoin and 
I believe they were aware that we had signed that consulting 
agreement and downloaded their data. 

Mr. Stearns. Can I summarize by saying you don’t think that 
is believable what you just heard? 

Mr. Heller. I can’t state under oath again that what they were 
thinking when they answered that, but it’s not my knowledge. 
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Mr. Stearns. Let me ask you yes or no, what you heard, do you 
think that is believable? 

Mr. Heller. Not to my knowledge. 

Mr. Stearns. Okay, so basically you’re saying you don’t think it’s 
believable. 

Did Dr. Liotta or Dr. Petricoin offer any advice to Biospect on 
how to set up the labs? 

Mr. Heller. I assume by that you mean our reference labs? 

Mr. Stearns. Yes, the reference labs? 

Mr. Heller. I think we, in general, discussed different routes of 
bringing a product to market and that included, covered the area 
of setting up a clinical reference lab, yes. 

Mr. Stearns. Did they advise you on certification standards? 
CLIA certification standards? 

Mr. Heller. One of the main things that the two of them did 
is they pointed us to public information because we were a small 
company. We didn’t have a lot of resources. We didn’t know exactly 
where to look. I believe that one of the things they pointed us to 
was a list of CLIA reference lab standards, yes. 

Mr. Stearns. Which Federal agency regulates CLIA standards? 

Mr. Heller. I believe it’s CMS. 

Mr. Stearns. So Dr. Liotta gave Biospect advice on how to im- 
plement a CMS standard? 

Mr. Heller. I wouldn’t say that he gave us advice. I would say 
that he pointed us in the direction of a document that told us es- 
sentially what we would have to do to meet that standard. 

Mr. Stearns. So he advised on how to make the reference lab 
CLIA compliant? 

Mr. Heller. Again, he pointed us to documents that described 
how we would do that. I wouldn’t say that he actually advised us 
how to do that. 

Mr. Stearns. Mr. Levine, has Correlogic attended any clinical 
proteomics conferences? 

Mr. Levine. Yes, we do, sir. 

Mr. Stearns. And were they with Drs. Liotta and Petricoin, did 
they make presentations at these? 

Mr. Levine. Over the last 3 years, there have been a large num- 
ber of conferences. We have not attended most of those. I believe 
there have been at least two or three where either I have been a 
speaker along with Dr. Petricoin or Correlogic’s Chief Scientific Of- 
ficer, Dr. Hitt may have been a speaker along with Dr. Petricoin. 

Mr. Stearns. And when they discussed the work they had done 
for Correlogic, did they acknowledge the company’s contribution to 
the work? 

Mr. Levine. In a minimal way. And in fact, over the last 2V2 
years, there was a series of e-mails that I’ve not provided yet to 
the committee, but I’d be happy to do so where we actually com- 
plain about that, that basically our contribution is being mini- 
mized. 

Mr. Stearns. So the principal investigators, you were collabo- 
rating with on this CRADA, weren’t giving the company any credit 
for their work? 

Mr. Levine. I wouldn’t say no credit. I’d say really de minimis 
credit and particularly relative to the Lancet publication in which 
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the actual analysis, I mean the actual — the meat of the Lancet, the 
real discovery is what Dr. Hitt did in the computational analysis. 

Mr. Stearns. But as you mentioned, you are named with Dr. 
Petricoin and Dr. Liotta in filing patents in a publication. Is that 
correct? 

Mr. Levine. That’s correct. 

Mr. Stearns. Thank you, Mr. Chairman. 

Mr. Greenwood. The chairman recognizes Mr. Bilirakis for 
questions for 10 minutes. 

Mr. Bilirakis. Well, Mr. Chairman, I listened to some of their 
testimony while I was out in the anteroom. I’m not going to be spe- 
cific here as Mr. Stearns and others maybe were, but — and I know 
in your written statements you basically refer to your experience 
at NIH and what not. Mr. Levine, you quite — you’re pretty strong, 
I would say quite frankly, would not be at this critical and exciting 
juncture in talking about the accomplishments of your company 
without the considerable talent and resources of the NIH and NCI, 
etcetera. 

You’re both health care people. You’re in it, obviously, to make 
a profit, but you’re in it also because I think you care and you want 
to help people. 

And I know you’re involved in the research area and you work 
with NIH and some of these other groups. I’m just going to ask you 
to maybe complement, if you would, supplement, complement your 
written testimony, anything more — ^you sat through the — how 
much time did we take with the prior panel. You sat through all 
that. 

Let’s start with Mr. Levine, is it Levine? 

Mr. Levine. Levine. 

Mr. Bilirakis. With what I get with my last name, you shouldn’t 
be 

Mr. Levine. I respond either way, I got used to it too. 

Mr. Bilirakis. Mr. Levine, why don’t you just go ahead and sup- 
plement your statement. You heard — your written statement was 
written prior to coming in and sitting in during the last panel. And 
just tell us how do you feel, I mean, how do you feel about what 
has happened? How do you feel about what we are doing here in 
terms of research? Are we helping research or are we hurting re- 
search, etcetera? Go ahead. 

And then Dr. Heller, I would ask you the same thing. 

Mr. Levine. I think, in general, that the subcommittee’s work is 
critical and I think it will create a very significant improvement. 
We constantly hear about the job generation, for example, from the 
small business sector, well, actually both Biospect and Correlogic 
are small companies and if the Government wants to really realize 
the great potential of these public/private partnerships, you’ve got 
be able to assure that when small companies enter into relation- 
ships with the Government that they don’t get crushed. And so I 
think the theme that I take away from all of this is that everyone 
in America has to abide by their agreements. Everyone has got to 
play fair, but particularly the Government, particularly the Gov- 
ernment. My God, if a Government agency can just sort of arbi- 
trarily decide to ignore an agreement that’s signed on 1 day be- 
cause other people in the agency think it’s not correct or because 
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something looks more attractive elsewhere, the whole system falls 
apart. So I’m actually very encouraged by what Dr. Zerhouni said. 

Mr. Bilirakis. Excuse me, a minute, sir. I wanted to ask the 
questions. Dr. Zerhouni has left. Are there any NIH people in the 
audience? Are there any NIH folks here? Are you all taking notes? 
Okay. 

I would hope that some of the things that you’re hearing from 
these two witnesses will go to Dr. Zerhouni and Mr. Azar. 

Okay, go ahead, sir. 

Mr. Levine. So I’m very encouraged by what I heard this morn- 
ing. The other suggestion I would make though, I realize that the 
focus of these subcommittee hearings are principally on conflict of 
interest and the consulting arrangements, but I think that all this 
ties into the broader issue that when you have an agency as large 
as NIH, and you have this very complicated interaction of licensing 
agreements, intellectual property, contracts, CRADAs, essentially 
you have the potential and I think Correlogic is caught up in the 
middle of this, the potential for an incredibly complicated situation 
where rights are being granted and then whittled away or it’s con- 
fusing as to which rights were granted. So I’m not sure that I can 
offer a solution this morning, but I think certainly someone has got 
to be able to be in a position to step back and say and what are 
all the conflicting or potentially conflicting and overlapping rela- 
tionships between this agency, this employee of this agency, this 
private sector company, and this is particularly true, particularly 
true in the area of biotech. 

I have no problem whatsoever with Biospect, what Dr. Heller has 
said. We are both working toward the same end point and it’s a 
great end point for the public, in general. But if it leaves too small 
biotech companies kind of wondering who they’re talking to and 
what information they should be sharing and not be sharing, that 
can’t be good for the public. So that’s the lesson that I would take 
away from all of this. 

Mr. Bilirakis. Based on your experience with NIH, would you 
look forward to working with them or any other part of the Federal 
Government again regarding the good work that you’re doing? 

Mr. Levine. That is a difficult question. Congressman. We do in- 
tend to continue working with the Public Health Service. And, 
again, in my opening comment, that is one of the concerns I have 
is that there are no whistleblower statutes for companies, espe- 
cially small companies. But, no, we would. 

I mean, overwhelmingly, all of the scientists and the executives 
that I have dealt with in the Public Health Service are out- 
standing, so I don’t think that this is a systemic problem. I think 
there was a profound lack of common sense applied to all of this. 
I mean, when you step back from all of the lawyers and figuring 
out where the semi-colons are placed, I mean, basically, you know, 
none of this would pass the smell test. It just didn’t make sense. 
So, you know, but I don’t think that is the rule. 

Mr. Bilirakis. I know the chairman basically laid out his admon- 
ishment regarding any negative suffering that you might have as 
a result of testifying here before you — right at the beginning of 
your testimony. So hopefully — I know he was pretty strong and 
stern when he made those comments, and I know he means it. 
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Okay. Dr. Heller? 

Mr. Heller. I do. I also encourage the committee’s work. I think 
you are doing very good work, and I was encouraged by Dr. 
Zerhouni’s plans. I think we come from a different perspective. We 
feel like we followed all of the ethical rules and procedures, and 
really up until this morning we were under the impression that 
Drs. Liotta and Petricoin had as well. We do not feel like we had 
any surreptitious or secret dealings with them in any way. 

I think it is up to the committee and to Dr. Zerhouni to find the 
right balance between what government scientists should be al- 
lowed to do in terms of consulting and cooperative research agree- 
ments, and what not. I don’t feel like I am in the proper place. I 
am not an ethicist in any way. 

I will say that I believe that allowing government scientists to 
consult encourages new developments in the field, and, in fact, I 
believe that Drs. Liotta and Petricoin’s work has really led to the 
blossoming of a new industry. And I think that was — that is to be 
encouraged in many ways. 

Mr. Bilirakis. Are you optimistic hearing Dr. Zerhouni’s 10 steps 
as he explained them to us? Are you optimistic that those would 
work? 

Mr. Heller. I am. I think the transparency is the main issue 
within NIH. 

Mr. Bilirakis. Yes. Do you agree, Mr. Levine? 

Mr. Levine. I would like to make one more comment on Dr. Hell- 
er’s comment, which I agree with generally. But the last part of 
your comment. Dr. Heller, that consulting is a way to somehow 
spread the — you know, get the technology out, I really reject that 
idea completely. The Congress has set up very, very clear mecha- 
nisms for the technologies that are developed by government to be 
transferred to the private sector, through a CRADA, through li- 
censing agreements, and, of course, both of those are mechanisms 
that Correlogic has availed itself of. 

And, third, through the peer review and the publications and the 
public speaking that government scientists do. So the idea some- 
how that private consulting by a government scientist, where those 
funds go into the pocket of the scientist, and the information goes 
directly to the private sector company, I think that is just not — 
that is not a methodology for technologic transfer. There are three 
very, very good methods for technology transfer, and that is not one 
of them. 

Mr. Bilirakis. Well, Dr. Heller, a response to that? I mean, that 
is a little bit of a hornet’s nest there. Go ahead. 

Mr. Heller. I mean, I guess, again, I am not an expert in this, 
but I guess I would disagree. I believe that consulting is a valid 
way to get information that government scientists have out to in- 
dustry. And I guess I feel also that there are a huge number of ap- 
plications for these kinds of technologies. 

Although in some senses Correlogic and Predicant may be com- 
petitors, in other senses there are hundreds of applications that we 
might want to go after. You know, specifically, from the literature 
I know ovarian cancer is at the top of Correlogic’s list of diseases 
that it is trying to address. That is not on our list. And so I see 



561 


no fundamental conflict. I feel like government employees can look 
at the 

Mr. Bilirakis. So do you think that consulting is a pretty signifi- 
cant part of adequate research? 

Mr. Heller. I believe it is a way for government scientists to 
make their expertise available to biotech. 

Mr. Bilirakis. Well, it is kind of a fundamental point I guess. 

All right. Thank you very much, Mr. Chairman. 

Mr. Greenwood. The Chair thanks the gentleman. 

The Chair recognizes the chairman of the full committee, Mr. 
Barton. 

Chairman Barton. Thank you, and I appreciate this panel still 
being here. I had to go do something else, and I am glad they are 
still here. 

Dr. Heller, let me ask you a hypothetical. Let us assume that I 
move to Colorado, and I move to Congresswoman DeGette’s dis- 
trict. And I know she is a crackerjack campaigner, and I find out 
who her consultant is that is helping her on her campaign, and I 
decide to run for Congress against her. 

And I go to her consultant, and I say, “Now, I am going to pay 
you a lot more, and I want you to continue to work with Congress- 
woman DeGette, but don’t tell her that you are working for me. 
Just every now and then I am going to have a board meeting, and 
I want you to come give me information about the campaign.” 
Would you consider that ethical or not? 

Mr. Heller. I would not consider that ethical, but I do not be- 
lieve that that is the case in front of us today. 

Chairman Barton. All right. Now, you said you don’t consider 
that to be ethical. Now, my understanding is that the former head 
of NCI, Dr. Klausner, at one time was a member of the board of 
your predecessor company, and maybe still is a member of the 
board of your — the company as it is currently configured. Is that 
correct? 

Mr. Heller. He is. 

Chairman Barton. Okay. Now, Mr. Levine, sitting right next to 
you, several years ago according to his testimony had this idea, and 
he sketched it out on a napkin at a restaurant, about the way to 
find a predictive test for ovarian cancer. And he got some folks at 
NIH to collaborate with him and checking it out, and, lo and be- 
hold, it appeared to have viability. 

And so they created what was called a CRADA, and he had sev- 
eral of the NIH researchers working with him on it, I think a Dr. 
Liotta and a Dr. Petricoin. And things were moving along swim- 
mingly, and then, lo and behold, unbeknownst to him, they got re- 
tained to work for your company. And my guess is that Dr. 
Klausner recommended them. 

I don’t know that, but since he was the head of NCI and he had 
access to this information, it would — it is speculation on my part, 
but it would seem to be logical that if he knew what was going on 
that he could have pointed these individuals out to your company. 
Is that how it happened, or did you all just pull names out of a 
hat and it happened to be these two scientists that were working 
on the CRADA with Mr. Levine’s company? 
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Mr. Heller. Let me explain a number of things. First of all, I 
want to address the point that the agreements between Biospect, 
now Predicant, and Drs. Liotta and Petricoin, were at no time se- 
cret. We never kept that from public information. We divulged that 
to people we were working with. It is not my 

Chairman Barton. So Mr. Levine next to you is just an idiot and 
didn’t know? 

Mr. Heller. We never talked to Correlogic or any employees 
there. 

Chairman Barton. You honestly think that it is fair game to 
hire people that are working for a company that, if not doing exact 
research, something in a similar vein. In fact, apparently they are 
the ones — this gentleman to your right is the gentleman who had 
the idea, and it is okay to go in and retain them and just assume 
that it is Mr. Levine’s job to know that they were retained and hire 
a private investigator to go out and search them out? 

Mr. Heller. So let me address, again, a couple of issues here. 
One, although Mr. Levine and his — the people he works with did 
talk to Drs. Petricoin and Liotta, I would call it farfetched to — with 
all due respect, to say that they invented pattern recognition as it 
comes — ^you know, with respect to biological data. This is some- 
thing that was going on in very closely related fields. 

The second thing I would like to say 

Chairman Barton. I assume that you read his testimony about 
the dinner conversation that he had and sketching the idea on the 
napkin. You dispute that? That didn’t 

Mr. Heller. No, I completely believe that it occurred. But there 
were very closely related fields where people were doing very simi- 
lar pattern recognition. 

Chairman Barton. Okay. 

Mr. Heller. Not in proteomics but in gene expression analysis, 
a very closely related field. 

Second of all, I don’t think that it is fair to say that we were 
doing exactly the same thing, or we are doing exactly the same 
thing as Correlogic. Mr. Levine pointed out that we are approach- 
ing the same problem from different ways, and I think there is a 
fundamental difference. 

Chairman Barton. Nothing wrong with that. We are not dis- 
puting that there is 

Mr. Heller. No, but let me explain. I think we are trying to de- 
velop a complete technology solution. We are not just trying to buy 
parts off the shelf and fit them together, and I think that because 
of that we are — we think of ourselves as a very integrated com- 
pany. 

Chairman Barton. Well, but 

Mr. Heller. We do not think of ourselves as only producing soft- 
ware. And to our knowledge, that was Correlogic’s only 

Chairman Barton. Well, let me — Mr. Levine, do you consider 
yourself the software company only? 

Mr. Levine. No, I don’t, sir. And the analogy there really I think 
falls fiat. I mean, there is virtually no company, at least in the 
technology world, that manufactures or produces or designs every 
single component of a complicated piece of equipment. I mean, if 
you look at a Dell computer, you will find the hard drives are made 
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by one company in Taiwan, and the motherboards are made by 
somebody else in Texas. 

Chairman Barton. Well, we will give Dr. Heller the benefit of 
the doubt that his company is looking at this area in a little bit 
different way, and maybe a little more comprehensive way. 

Mr. Levine. Right. 

Chairman Barton. I won’t dispute that. But I want to go back 
to how these two scientists at NIH that were under the CRADA 
agreement with Mr. Levine got picked to work for your company. 
Did Dr. Klausner have anything to do with identifying them as pro- 
spective candidates to work for your company? 

Mr. Heller. They were invited to be consultants for our com- 
pany by our Acting CEO, Jim Tannenbaum. 

Chairman Barton. And how did he find out about it? 

Mr. Heller. He did work with Dr. Klausner. Dr. Klausner 

Chairman Barton. So Dr. Klausner indicated to your Acting 
CEO that these were two individuals that were doing research on 
a similar idea and they might be worth talking to. 

Mr. Heller. I believe that would be the case, but let me also 
point out that there are a very limited number of people in the 
world who are doing this kind of research. You know, we are talk- 
ing 20 . 

Chairman Barton. When these two scientists were contacted by 
your company, was it a legal requirement that they notify Mr. Le- 
vine’s company? Or was it just their own code of honor that they 
should indicate that they have been contacted? 

Mr. Heller. We had very carefully worded agreements. NIH 
participated in editing those agreements. All of the agreements 
that we have in place were NIH and FDA cleared. I do not know 
what NIH and FDA rules are with regard to disclosure. We specifi- 
cally asked the consultants what other agreements they had, and 
we were informed 

Chairman Barton. While they were in the CRADA with Mr. Le- 
vine’s company, they were retained by your company. Were they 
compensated by both companies at the same time? 

Mr. Heller. I do not know whether 

Chairman Barton. Were they compensated by your company? 

Mr. Heller. They were compensated by my company. 

Chairman Barton. All right. Mr. Levine, were they compensated 
by your company? 

Mr. Levine. No, that is absolutely prohibited. The CRADA — we 
made a contribution in terms of our 

Chairman Barton. So we have a situation with the government- 
sponsored research, the CRADA. The taxpayer is paying for their 
time. But with Dr. Heller’s company, the investors are paying for 
their time, and so they have a potential conflict there that they are 
actually serving two masters, one of which is the public and one 
of which is private. 

Now, I don’t know what the compensation package was with Dr. 
Heller’s company. I will assume it was on the up and up. But if 
it had incentives in it, the incentives would certainly be for them 
to give their best shot to Dr. Heller’s company, because they get 
more money that way. 
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Mr. Levine. There were no incentives in it. It was strictly a fee 
per month. 

Chairman Barton. Okay. Now, I want to read you a statement, 
Dr. Heller, and you tell me what you think about this. This is from 
Mr. Levine’s testimony. This is on page 10, and I quote, “So while 
our negotiations over finalizing our clinical trial CRADA were slow- 
ly going nowhere. Dr. Liotta and Dr. Petricoin had become consult- 
ants to our competitor, Biospect, and Dr. Shtrom had become an 
employee. During our endless discussions with Dr. Liotta and Dr. 
Petricoin about Correlogic’s research and plans for clinical trials, I 
now realize I would have had no way of knowing, for example, 
whether I had been talking to Dr. Liotta, the NCI employee, or Dr. 
Liotta, the Biospect consultant, or Dr. Liotta, an owner of 
Immunomatrix, or Dr. Liotta, the employer or former employer of 
Dr. Whitley. And these are just the relationships that I know 
about.” 

Do you have any sympathy for Mr. Levine’s plight there that, 
you know, he didn’t know which hat his CRADA coordinator was 
wearing at the time? 

Mr. Heller. Let me address the fact that Svetlana Shtrom did 
and continues to work for Predicant. The first time I was aware 
that she actually was involved in establishing this CRADA was 
about 2 weeks ago. So we have internally had very high ethical 
standards. We have not discussed Correlogic or the CRADA inter- 
nally at all, and I think that that is an important issue. 

Chairman Barton. Well, my time is about out, so I want to con- 
clude with just an observation. In the political arena, if I am cam- 
paigning against Mr. Greenwood or Ms. DeGette, you know, I kind 
of know what the rules are. You know, everything is going to be 
in the public, and any funds that are raised have to be reported, 
and groups that support us have to report the contributions, and, 
you know, we fire salvos back and forth. But we kind of know what 
the rules are. 

But what you are having us believe, that in this research situa- 
tion funded by NIH, that it was okay for you to go in and retain 
or somehow develop some sort of a contractual relationship with 
the people that were helping your competitor, and you didn’t have 
to tell anybody about it. And it was okay as long as you got some 
scientific agreement that got approved and got filed where nobody 
could read about it, and I think that is just fiat wrong. 

I think if the taxpayers are going to enter into a cooperative 
agreement, a CRADA, with any company, that anybody who rep- 
resents the government, if they want to have a relationship with 
somebody else in the same line, that has to be transparently re- 
ported upfront, proactively, not, you know, if you smoke them out 
and he hires a private investigator, or just happens to find out 
through the grapevine, and, you know, I respect your academic 
background, and I respect the research that your company is doing, 
but I absolutely have no respect for the way you have gone in and 
retained the services of some of the individuals that at least osten- 
sibly on paper were supposed to be working with Mr. Levine’s com- 
pany. 

I just think that is irresponsible. And if we need to pass legisla- 
tion to prevent it, or if we can reinforce what Dr. Zerhouni has said 
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in doing it administratively, I am going to encourage this com- 
mittee to do that. 

Mr. Heller. May I comment on that? 

Chairman Barton. Certainly. 

Mr. Heller. I agree with your conclusion that better trans- 
parency is a good thing, and I believe that Dr. Zerhouni’s rec- 
ommendations will address that. I completely agree with you. 

I just want to point out, we did follow all of the NIH and all of 
the FDA guidelines. The FDA knew, the NIH knew, exactly what 
we were doing. We at no time tried to keep their relationship secret 
in any way, and, in fact, that is probably how Peter Levine found 
out about this. We weren’t trying to hide this in any way. I feel 
like that is a false accusation. 

And so I agree that better transparency would be a very good 
thing. We feel like we followed the law, and if the laws need to 
change, which I believe that you are suggesting they do — and Dr. 
Zerhouni is suggesting they do — I believe that is a good thing as 
well. 

Chairman Barton. Mr. Chairman, I would ask unanimous con- 
sent for 2 minutes, just to 

Mr. Greenwood. Without objection. 

Chairman Barton. Mr. Levine, I don’t want to comment on what 
Dr. Heller just said, I want to give you a chance to comment on 
what he just said. Do you think that there was full disclosure of 
the relationship between Drs. Petricoin and Liotta and Biospect/ 
Predicant and your company that you could have known 
without 

Mr. Levine. There certainly was not, although I will say I am 
sympathetic, actually, to Dr. Heller’s comment. The responsibility 
is not on Biospect to be, you know, contacting Correlogic. The re- 
sponsibility was on the part of Drs. Liotta and Petricoin and NCI 
and FDA to make sure the situation couldn’t arise. So we were not 
informed at all. 

In fact, there were numerous occasions where the opportunity to 
inform us was very apparent — for example, when I sent them an 
e-mail with the Biospect information in May 2003. So, again, I 
think the issue here really is it is the role of the Public Health 
Service scientists, it is the role of the ethics officers within those 
agencies — and, again, just to stress a point, it is not just the 
CRADA relationship. It is the interrelationship between research 
that we did with NCI and FDA under the CRADA and the over- 
arching license agreement that we have with the Public Health 
Service. 

And just one other comment. Dr. Heller mentioned in answer to 
your description of my brunch discussion with Dr. Petricoin many 
years ago, whether or not the issue of pattern recognition has been 
used in other fields, of course it has been. 

But the central issue here, though, is that the FDA and the NCI 
and the Public Health Service and Correlogic have all filed patents 
on these various inventions. And, of course, the central part of the 
licensing agreement with Correlogic was to develop a turnkey sys- 
tem, and that is exactly the same business goal that Biospect has. 
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And, again, I have no problem with what Biospect is doing. I 
mean, they — you know, if you can get some expertise, go ahead and 
do it. The problem lies with the agencies. 

Chairman Barton. So you think that if it is not Biospect’s obli- 
gation, then the scientists in question should either recuse them- 
selves, ask to be released from their obligation to your company, or, 
at a minimum, report it in an open and transparent fashion. 

Mr. Levine. That is absolutely correct. In fact, I think the issue 
of transparency, which several individuals today have already com- 
mented on, I think that is really, really key. And, again, because 
I think it is not — it doesn’t take a group of lawyers to figure this 
out. 

It is really just — it is sort of a — you know, it is sort of a common 
sense look at the website of both Biospect at the time, and at the 
time from my perspective that is May 2003, perhaps earlier. And 
what Correlogic was doing, it didn’t take an ethics officer or a sci- 
entist or a lawyer to figure out that these two companies had ex- 
actly the same goals and were working on very, very similar tech- 
nologies. 

Chairman Barton. Thank you, Mr. Chairman. 

Mr. Greenwood. The Chair asks unanimous consent to — the 
Chair yields himself 5 minutes, and then will just be brief and then 
yield to Mr. Bilirakis. 

Let me just understand something about your testimony. Dr. 
Heller. There are a couple ways to look at this issue. One is that 
not to worry because what you are doing is so different than from 
what Mr. Levine’s company is doing that even if Liotta and 
Petricoin told you everything there was to know about what they 
were doing, it wouldn’t have helped you anyway, because you are 
doing different things. 

The other way to do it is to say, actually, that they didn’t you 
anything anyway, and so there was — confidentiality was kept. I 
mean, which is it here? I mean, do you want us to believe that if 
you knew everything that Dr. Levine was doing it wouldn’t help 
you to develop your product? 

Mr. Heller. I actually think that it is sort of both of what you 
are saying. We knew nothing from — other than what was in the 
public literature about what Correlogic was doing. It was never 
shared by Drs. Liotta or Petricoin or anyone else with us. 

At the same time, we know specifically from the literature that 
they are working on these very specific software algorithms that 
are not the focus of what we are working on. We are working on 
completely different pattern recognitions and 

Mr. Greenwood. So if Dr. Levine wrote everything that he was 
doing with his product in a notebook, and you happened to stumble 
upon it, you wouldn’t even be interested in looking through it? You 
wouldn’t learn anything from reading what Dr. Levine is up to? 

Mr. Heller. I think we would gain some information about what 
he was doing. I don’t know that it would be incredibly helpful to 
our company in any way. 

Mr. Greenwood. Okay. Do you concur with that. Dr. Levine? 

Mr. Levine. No, I don’t. And thank you for the doctor, but it is 
only 

Mr. Greenwood. Right, Mr. Levine. 
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Mr. Levine. Unless a J.D., you know, confers doctor status on 
me. 

The problem I have, Dr. Heller, with what you just said is that — 
and, you know, in general with this issue — is that when someone 
learns something, whether it is a scientist or just, you know, a cit- 
izen, when you learn something, you know, a month or 2 after you 
learn it, are you going to remember where you learned it? So 
whether or not — I mean, you are not in a position, and Biospect 
wasn’t in the position, to know whether or not 

Mr. Greenwood. You need to address your questions to the com- 
mittee. 

Mr. Levine. I am sorry 

Mr. Greenwood. That is okay. 

Mr. Levine. — Mr. Chairman. The problem is that when we 
would say something to a scientist at NIH, if a month later they 
are digesting that and then it comes back out in a conversation 
with somebody else, are they going to remember that they learned 
that or that particular piece of information, maybe not an earth- 
shattering, you know, not a patent pending kind of information, 
but the direction that the company was going in or some particular 
manipulation of data. 

So the issue really is: how do you filter out, and how do you 
know that what is in your own mind, and you then provide that 
advice to somebody else, is really coming from your own under- 
standing, or is it coming from something that you learned a week 
earlier? So that is one concern. 

The second issue is that Dr. Heller mentioned, well, they are 
using different algorithms. But, again, what we have published, 
you know, publicly is one thing. But, of course, the fact that the 
work is ongoing with other bioinformatics — and, again, the central 
issue, as I mentioned earlier, is that we were developing and work- 
ing on processes that began with the collection of blood and how 
it was handled, stored, prepared, through what kind of robotic ma- 
chines would handle it, to mass spectrometry, all the way through 
to the end result. So it wasn’t just the software issue. 

Mr. Greenwood. Which is why the standard in ethics is not con- 
flict of interest. It is the appearance of conflict of interest. And by 
casting that kind of a net, we avoid all of this — all of these nu- 
ances. 

The Chair yields to the gentleman from Florida, Mr. Bilirakis. 

Mr. Bilirakis. All of this hitchhiking on all of these conversa- 
tions, Mr. Chairman — well. Dr. Heller, I raised the question about 
the significance of consulting to the field of research. And you and 
Mr. Levine completely disagreed in terms of the significance of it 
and the need for it. I guess maybe that is the best way to put it 
is the need for it. 

Now, you said there is a need for it. Can you take a couple of 
minutes and tell me how? I mean, do you want to pick an illustra- 
tion and tell us how that illustration supports your point of view? 
I think it is really, as the chairman just said, a fundamental policy 
question. And as long as — ^you know, maybe bad things have not 
taken place. But God knows it certainly contributes to the percep- 
tion of an awful lot of bad things having taken place. 

So can you do that for us in a couple of minutes? 



568 


Mr. Heller. Sure. Again 

Mr. Bilirakis. And I thank the chairman for the time. 

Go ahead, sir. 

Mr. Heller. Again, this is not an area of my experience, but let 
me follow on a theme that Dr. Zerhouni mentioned in his testi- 
mony. He said, “Well, what happens if there is an NIH scientist 
who is studying West Nile Virus with technology that is obviously 
applicable to some other disease?” And I think that is a great ex- 
ample of what can happen. 

You know, in this case, the technology is not just limited to diag- 
nosis of ovarian cancer and the diseases that Drs. Petricoin and 
Liotta and Correlogic are working on. There are a huge number of 
diseases out there, and to gain the expertise from people who have 
developed it for one particular application in other applications 
would be of great value to the scientific industry. 

Mr. Bilirakis. But isn’t there, Mr. — am I pronouncing your name 
correctly when I say Levine? 

Mr. Levine. No, Laveen is the name. 

Mr. Bilirakis. Laveen. Dr. Heller has been using Laveen all 
along. 

But anyhow, Mr. Levine, aren’t there other ways that this impor- 
tant significant information, these breakthroughs and what not, 
are available out there for the general public and for these other 
industries and what not? 

Mr. Levine. Yes. 

Mr. Bilirakis. Other than through the consulting method? 

Mr. Levine. Yes, absolutely. There are three methods. There is 
the CRADA method, which Correlogic is involved in, which, again, 
that is very public and it goes through a review process within the 
government. There is a licensing procedure where if Public Health 
Service scientists invent a technology which has the potential to be 
commercialized, it is posted in the Federal Register, and private 
sector companies can compete for that technology. 

And third, of course, is that most government scientists are ob- 
sessed with putting out peer reviewed publications, which are then 
available to anyone who buys the magazine or attends a con- 
ference. So I think there are very clear methodologies which are 
transparent, which are fair to the public at large. And if there is 
any, you know, income that comes back from those activities, and 
particularly the licensing — whether it is direct licensing or licens- 
ing under the CRADA — those funds come back into the Federal 
treasury, back to the taxpayer, not into the pockets of the indi- 
vidual scientist. 

Mr. Heller. May I comment on that? 

Mr. Bilirakis. Yes, Dr. Heller. 

Mr. Heller. I agree. I think that the three methods that Mr. 
Levine 

Mr. Bilirakis. But you don’t think they are adequate? 

Mr. Heller. I think it doesn’t account for one thing. The sci- 
entists at the NIH and the FDA are very busy people. I couldn’t 
guess how many e-mails that they get per day. How does a com- 
pany like us, like Predicant, attract the attention? How do we get 
their time, and how do we get their information? 
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The public meetings are one forum for doing that, but, you know, 
in general people come to these meetings for a very short period 
of time. They fly out. It is hard to attract people’s attention. I think 
by being able to get focused — the focused attention through a con- 
sulting agreement, I think that is the best way. But I agree that 
it should be transparent. 

Mr. Bilirakis. Yes. So you feel the only way you can get the at- 
tention is by paying them, giving them stock options. 

Mr. Heller. I mean, I think there are multiple ways but dif- 
ferent people respond in different ways. And we — I don’t think that 
stock options are necessarily the right thing, and we specifically 
did not give any stock in this case. 

Mr. Bilirakis. Well, sir, I don’t know what took place here. I 
don’t think this committee is saying that you all did anything 
wrong or anything of that nature, because we don’t know. I mean, 
that is not our job here. But I do think that the perception — and 
I am sure you don’t blame Mr. Levin — Laveen, Levine, Levin 

I am sure you don’t blame Mr. Levine for thinking that, because, 
boy, what a perception there is there. 

Mr. Heller. No, I do not. Absolutely not. 

Mr. Bilirakis. So that is why we 

Mr. Heller. But I believe the transparency would solve the 
issue. I think if he was made aware initially that the consulting 
agreement was being put in place, I think that would take care of 
this issue. 

Mr. Bilirakis. Well, thanks, Mr. Chairman. 

Mr. Greenwood. The gentlelady Ms. DeGette wants to comment. 

Ms. DeGette. Thank you, Mr. Chairman. 

I just wanted to comment. I joined in the chairman’s questioning, 
so I didn’t ask this round. But listening to the two of you gentle- 
men speak today, first of all I really want to thank you for coming, 
both of you. I know it was an imposition, and it was incredibly illu- 
minating, some of the most illuminating testimony we have had 
during these series of three hearings. 

What it showed to me is, first of all, the concerns that private 
industry has in trying to get folks’ attention over at HHS, and also 
to try to get some of the research, which is what leads, in our view, 
to some of these conflicts of interest that we are seeing and which 
really need to be ended. 

And the second thing — and really related — is the completely dif- 
ferent motives in needing this information and research that pri- 
vate industry has from HHS and from the government agencies 
themselves. So, therefore, it is really clear to me we cannot and 
should not expect private industry to conduct the kind of policing 
operations that ethics counsel and others should be conducting. 

And the final lesson that your testimony taught me is it is — and 
I have been saying this all along like — I have just been harping on 
it, which is it is very difficult, and it is a huge challenge for the 
HHS ethics team and for Dr. Zerhouni to put together some ethics 
guidelines that will actually prevent these kinds of conflicts from 
happening. So all I would say is I think this has been very illu- 
minating. I thank you for your help and hope you will continue to 
work with us as we do this. 
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And to the HHS folks, good luck. I think it is really going to be 
hard to put ethics guidelines in place that are going to prevent 
these kinds of conflicts. 

Thank you, Mr. Chairman. 

Mr. Greenwood. The Chair thanks the gentlelady and thanks 
our witnesses. 

Dr. Heller, you are excused. Mr. Levine, we are going to ask you 
to take a seat but remain with the speakers. We may want to come 
back to you as we question the third and final panel. 

And I now call them forward. Dr. Anna D. Barker, Ph.D., Deputy 
Director, Advanced Technologies and Strategic Partnerships at the 
National Cancer Institute; Dr. Maureen O. Wilson, Ph.D., Assistant 
Director of the National Cancer Institute; and Dr. J. Carl Barrett, 
Ph.D., Director, Center for Cancer Research at the National Cancer 
Institute. 

Good afternoon. We welcome all of you here. As you probably 
know, it is the custom of this committee to take questions under 
oath. The first question I have for you is: do any of you object to 
giving your testimony under oath? Seeing no such objections, I 
would then advise you that you are entitled to be represented by 
counsel. Do any of you wish to be represented by counsel? 

Ms. Barker. No. 

Mr. Greenwood. Okay. In that case, I would ask you to stand 
and raise your right hands, please. 

[Witnesses sworn.] 

Okay. You are all under oath. 

TESTIMONY OF ANNA D. BARKER, DEPUTY DIRECTOR, AD- 
VANCED TECHNOLOGIES AND STRATEGIC PARTNERSHIPS; 

MAUREEN O. WILSON, ASSISTANT DIRECTOR; AND J. CARL 

BARRETT, DIRECTOR, CENTER FOR CANCER RESEARCH, NA- 
TIONAL CANCER INSTITUTE 

Mr. Greenwood. And, Dr. Barker, do you have any opening 
statement or any comments you wish to make preliminary to ques- 
tioning? 

Ms. Barker. We do not have an opening statement. We are here 
to answer your questions. 

Mr. Greenwood. That is true of you. Dr. Wilson, and you. Dr. 
Barrett? 

Mr. Barrett. That’s correct. 

Okay. In that case, we will — okay. Let me address you first. Dr. 
Wilson, and ask you this. And I am going to ask the staff to pull 
up the slide for Dr. Wilson’s questioning. 

While they are doing that, I will describe it. It is an e-mail dialog 
between you — there it is. You may have to turn around in order to 
see that. It is an e-mail dialog between you. Dr. Wilson, and Dr. 
Liotta and Holli Beckerman Jaffe. Ms. Beckerman Jaffe writes, 
“Please also confirm with him that while he has not received any 
payment since February” — in other words, he was last paid in Feb- 
ruary — “he has not consulted with Biospect since February. The ar- 
rangement has been put on hold until he receives approval on from 
Dr. Kington. I know I am beating a dead horse, but I want to be 
very clear on the facts.” 

Dr. Liotta then responds, “I confirm this on hold.” 
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Do you understand his response to mean that Ms. Beckerman 
Jaffe asked that he had not received any payment since February 
and had not consulted with Biospect since February? Was that 
your understanding? 

Ms. Wilson. That was my understanding. 

Mr. Greenwood. Okay. And why would it have been a problem 
if he had been consulting for the company beyond February? 

Ms. Wilson. At the time of the new NEAC rules, all activities 
with Biotech, as well as others that were covered by the NEAC re- 
sponsibilities were to be resubmitted for approval, and all new ac- 
tivities that were covered under their jurisdiction also were sup- 
posed to be submitted for approval. And our regs say you cannot 
proceed with an activity without obtaining prior approval. 

Mr. Greenwood. And let me ask you this. Do you believe it was 
consistent with that policy to be able to receive compensation, ei- 
ther if there was no further activity? 

Ms. Wilson. It would probably depend on the subject of the 
agreement. Payment for prior services would be, in my mind, ac- 
ceptable. But, again, that would be subject to the agreement. 

Mr. Greenwood. But if there was a monthly payment to be 
made, would you — is it your understanding of the policy that the 
employees should not receive payments for ongoing services? 

Ms. Wilson. The intent was to cease accepting payment until re- 
review had gone forward. 

Mr. Greenwood. Okay. I am going to ask the staff to play clip 
6, in which we will hear Dr. — go ahead. 

[Tape played.] 

Those voices were Dr. Petricoin first and then Dr. Liotta. Was 
that clear to you 

Ms. Wilson. Yes. 

Mr. Greenwood, [continuing] which was speaking when? Okay. 

Based on his testimony, do you understand Dr. Liotta to be con- 
firming what he stated in this e-mail, that he stopped working for 
Biospect in Eebruary? 

Ms. Wilson. He indicated that it was on hold . He said he had 
one e-mail conversation with them. I do not know what the subject 
of the e-mail is, so I wouldn’t know whether to call it employment 
or not. 

Mr. Greenwood. What do you interpret “on hold” to mean? 

Ms. Wilson. “On hold” would be 

Mr. Greenwood. I am going to ask you to speak a little bit more 
directly into your microphone. Thank you. 

Ms. Wilson. “On hold” would be performance of no services. 

Mr. Greenwood. Performance of no services. And, again, receipt 
of no payments for 

Ms. Wilson. Yes. 

Mr. Greenwood, [continuing] services. Okay. 

I am going to ask the staff to show the slides. This is a series 
of canceled checks indicating that Dr. Liotta was continuing to be 
compensated for his work through May. Dr. Wilson, doesn’t that 
conflict with what he told you and Ms. Beckerman Jaffe in the e- 
mail? 

Ms. Wilson. Yes, it does. 
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Mr. Greenwood. Okay. Doesn’t this suggest that he did not ter- 
minate his agreement with the company as he was required to do 
by new NIH policies at the time? 

Ms. Wilson. The requirement was that the activities be put on 
hold until they could be rereviewed, not necessarily that they be 
terminated. The NEAC was to determine whether they would be 
terminated or not. 

Mr. Greenwood. Okay. Didn’t terminate his agreement. Cer- 
tainly did not — it certainly indicates that he did not terminate his 
agreement. But what you’re saying was the termination of an 
agreement per se was not the policy, it was to suspend services and 
payment 

Ms. Wilson. Yes. 

Mr. Greenwood, [continuing] during that time. And why did you 
ask him in that e-mail — or why did the Ethics Directors, excuse 
me, ask that — he inquired as to whether he had received any pay- 
ments and wanted to confirm that he had not received any pay- 
ments since February? 

Ms. Wilson. To assure that, in fact, he was abiding by what NIH 
had put in place. 

Mr. Greenwood. Okay. The former director of NCI, Richard 
Klausner, is a member of Biospect’s Board of Directors. Dr. Carol 
Dahl, former Chief of the Office of Technology and Industrial Rela- 
tions at NCI, was Vice President of Strategic Partnerships. 
Svetlana Shtrom, who was the Technology Transfer Officer from 
NCI with whom Correlogic had to negotiate its CRADA was hired 
by Biospect. And the two co-principal investigators on the 
CRADA — Drs. Liotta and Petricoin — were hired by Biospect. 

And if you will look at Tabs 27 and 37 in the binder before you 
there, you will see information from the websites of Correlogic and 
Biospect. Do you see them? Tab 27, and then 37. I want you to 
compare them. 

To me, they look remarkably similar. For example, Correlogic’s 
site states, “Correlogic’s mission is to advance the early identifica- 
tion of various cancers and other diseases and to accelerate the 
new drug discovery process by applying its proprietary software to 
the development of proteomic and other biomarkers.” 

Turning, then, to Biospect’s website, it states, “Biospect is an 
emerging life science company founded in 2002 that is developing 
technology for identifying and assaying protein biomarker pat- 
terns.” 

Given the fact that all of these parties have a relationship with 
a company that bears a near-same statement of aims to its own, 
and is clearly a competitor, isn’t it reasonable for Correlogic to be 
concerned that something is amiss? 

Ms. Wilson. It is reasonable, yes. 

Mr. Greenwood. Okay. Let me turn to Dr. Barrett. As you 
know. Dr. Richard Klausner, the former Director of the NCI, is on 
the Board of Directors of Biospect. Do you know Dr. Klausner? You 
need to turn your microphone on and make sure it is up close. 

Mr. Barrett. I do know him, yes. 

Mr. Greenwood. Okay. And did you advocate having Dr. 
Klausner designated as special volunteer in your lab at NCI? 

Mr. Barrett. Yes. 



573 


Mr. Greenwood. Okay. If you would turn to Tab 16, you will see 
documentation that you submitted in September 2001 to get Dr. 
Klausner the special volunteer designation. Do you see that? 

Mr. Barrett. Excuse me. That was 16? 

Mr. Greenwood. Tab 16, yes. 

Mr. Barrett. Yes, I see that. 

Mr. Greenwood. Okay. Can I assume that you have had a pro- 
fessional relationship with Dr. Klausner that prompted you to do 
this? 

Mr. Barrett. Yes. Dr. Klausner had resigned as the Director of 
the National Cancer Institute to take a position, and as other out- 
side people was allowed to be a special volunteer at the NIH. And 
so he was doing — continuing to do research at the NIH. He had one 
post-doctoral fellow who was continuing to do this research, and 
this agreement allowed him to continue to be a special volunteer, 
not paid, but actually continue that research. 

Mr. Greenwood. And did he get that designation? 

Mr. Barrett. Yes, he did. 

Mr. Greenwood. And does he still have the designation? 

Mr. Barrett. No, he does not. 

Mr. Greenwood. Okay. When did it end? 

Mr. Barrett. I do not know. It was not renewed, so it certainly 
expired after 1 year. But I don’t know if 

Mr. Greenwood. Are you still in communication with Dr. 
Klausner? 

Mr. Barrett. I have not been in communication with him since 
probably June 2002 would be my recollection. 

Mr. Greenwood. Were you doing Dr. Klausner a favor when you 
supported him in his request to be a volunteer? 

Mr. Barrett. I think Dr. Klausner is a noted scientist, a member 
of the National Academy of Sciences, and was doing research that 
had begun when he was at the NIH. And this appointment allowed 
him to complete that research, which I think was in the benefit of 
the NCI and the NIH. 

Mr. Greenwood. Okay. My time has expired. It appears that 
there is a series of votes. I am going to recognize the gentlelady 
from Colorado for 10 minutes, and at the end of her questioning 
we will recess for probably 

Ms. DeGette. Ten minutes or 5 minutes? 

Mr. Greenwood. Five minutes. I am sorry. 

Ms. DeGette. Okay. 

Mr. Greenwood. And then we will recess for 

Ms. DeGette. Thank you very much, Mr. Chairman. 

Mr. Greenwood, [continuing] 45 minutes. 

Ms. DeGette. Dr. Barrett, I wanted to talk a little bit about 
some confusion from the May 18 hearing. Our written transcripts 
reflect that what you said is, when you were reviewing Dr. Liotta’s 
request to consult for Biospect, you were unaware of the plethora 
of former NCI employees working at Biospect. Is that correct? 

Mr. Barrett. That is correct. 

Ms. DeGette. But during the hearing. Dr. Liotta said, “When I 
reviewed this with my ethics officer and discussed the outside ac- 
tivity, it was clearly known and factored into the review that par- 
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ticularly the review, that former Cancer Institute employees were 
members of that company.” 

Were you, as you testified, unaware of all of the former NCI em- 
ployees or officials working at Biospect? 

Mr. Barrett. I was told that there was some relationship with 
Dr. Klausner. It is still not clear to me exactly what that relation- 
ship was, if he was a member 

Ms. DeGette. When were you told that? 

Mr. Barrett. I was told that — I guess I was told that when it 
was — back in August when we were rereviewing this. But that 
was 

Ms. DeGette. Okay. So when you say on May 18 that you were 
unaware of former NCI employees, that was incorrect? 

Mr. Barrett. No, I said I didn’t — there was a long list of individ- 
uals, and the only ones I knew about were Dr. Klausner and Dr. 
Dahl. 

Ms. DeGette. Okay. But your testimony on the 18th — I am sorry 
I am not tracking. Your testimony on the 18th was, “I was unaware 
of the NCI former employees being members.” So where is the — 
what is the discrepancy there? 

Mr. Barrett. Maybe I didn’t appreciate the question. My under- 
standing was there was some relationship with Dr. Klausner, but 
that was not clear to me. And I also knew that Dr. Dahl was a 
member of that company, but I was unaware of the other indi- 
vidual. 

Ms. DeGette. Okay. But that is not what our record reflects that 
you said on the 18th. You didn’t specify that you knew about sev- 
eral, Dr. Klausner in particular, but not of others. So is what you 
are saying now correct? 

Mr. Barrett. What I am saying now is correct, yes. 

Ms. DeGette. All right. Now, Dr. Barker, and also you. Dr. Bar- 
rett, after hearing Peter Levine testify earlier today about how 
Correlogic and Biospect are, in fact, competing companies, do you 
now question your decision to allow Dr. Liotta to be involved in a 
consulting relationship with Biospect at the same time he was in- 
volved in the CRADA with Correlogic? 

Ms. Barker. I said yes to that last time, and I would actually 
reaffirm that. I think if the information that one has today was 
available when this rereview was done, that it would not have been 
approved. 

Ms. DeGette. Let me ask you what additional tools — and. Dr. 
Barrett, do you agree with that? 

Mr. Barrett. Yes, I do. 

Ms. DeGette. What additional tools would you need to have to 
be able to make an informed decision? Because it is pretty clear to 
me you didn’t have all of the evidence at the time you were approv- 
ing both of these relationships. Dr. Barker? 

Ms. Barker. Yes. When I was asked — actually, a colleague of 
Peter Levine’s asked that this be reviewed, raising just this issue 
in August 2003. And so when I did ask that question, I obviously 
asked the question of Dr. Wilson, the Ethics Officer, and she in 
turn asked Dr. Barrett to rereview those. And the system that was 
in place basically up until I believe the announcements today is 
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very, very much dependent on investigators actually giving you in- 
formation about their consulting arrangements. 

And I was new to NCI. I came in actually to look at some of 
these issues for Dr. von Eschenbach in the technology area, espe- 
cially the development area. And having been in the biotechnology 
industry myself, I did understand some of the questions that were 
being asked, and so I think that — I think Dr. Wilson and Dr. Bar- 
rett reviewed it with all of the information that was available to 
them then. 

Ms. DeGette. Well, I am not — ^yes, I am not disagreeing with 
that. What I am asking you is — and what you are saying is the pre- 
vious system was dependent on the researchers themselves giving 
you information. 

Ms. Barker. Right. 

Ms. DeGette. And probably if Mr. Levine had not contacted you 
all, you may have never known about this terrible conflict, right? 

Ms. Barker. Correct. 

Ms. DeGette. So what is it about the reforms being announced 
today that you think will stop these kinds of conflicts in the future? 

Ms. Barker. Well, one of the things that we are doing at the 
NCI is to create a data base much like the one for — that Dr. 
Zerhouni announced today. We have been working on that. 

And I think the issue here with CRADAs is complex, and we 
can — you know, you may have more questions about that. But I 
think we need to understand clearly the consulting arrangements 
of individuals that are going to enter into CRADAs, and they have 
to be — I think it has to — the understanding has to be pretty com- 
plete, and we really have not had the tools to do that in my opin- 
ion. 

Ms. DeGette. Now, how would that — let me ask this question 
and then I will yield to the chairman. How would that system pre- 
vent this kind of conflict from happening? 

Ms. Barker. I should probably let Dr. Wilson answer that ques- 
tion, since she would review that request and act on it. But I am 
assuming that she would have a great deal more specific informa- 
tion that 

Ms. DeGette. Yes. Let us let Dr. Wilson answer. 

Ms. Wilson. The one piece that is probably lacking in our system 
right now has been a complete recognition of all of the CRADA 
technology-type transfer arrangements. 

Ms. DeGette. If you can speak more closely to the mike. 

Ms. Wilson. Sorry. What is missing in our system has been a 
direct connection with the technology — all of the technology trans- 
fer agreements and with a full knowledge of these pieces. We do, 
in our office, look actually at CRADAs, one form of technology 
transfer. So in approving the outside activity, we would have 
looked at the Correlogic CRADA. We would have known about that. 
But we would not have known of any additional 

Ms. DeGette. And would you know about that now? 

Ms. Wilson. We are putting in place a system that will actually 
let us in real time get that information. 

Ms. DeGette. I will yield to the chairman. 

Chairman Barton. Well, I am going to have my own time when 
we come back. But it just — I want to ask Dr. Barker what informa- 
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tion you have today that you didn’t have hack on August 20 when 
you ruled that Dr. Liotta’s duties were appropriate? What do you 
know today you didn’t know then? 

Ms. Barker. Well, I think the — as this process has unwound, ac- 
tually, we have learned a great deal more about the Correlogic’s 
competitor, Biospect, that was actually capsuled here today. And I 
think just the simplicity of looking at the change in the wehsite, 
which has changed over time — when Dr. Wilson reviewed this re- 
quest, even back in August of last year, or the fall of last year, the 
website was still quite different from the website that we are view- 
ing now. And so 

Chairman Barton. Well, how was it different? 

Ms. Barker. It basically did speak to the fact that the focus of 
the company at that time was really around instrumentation, and 
some of the issues that Dr. Liotta has reflected in his request. I 
think only in the — in very recent months has the website reflected 
this issue of pattern recognition being a major focus of the com- 
pany. It was news to — I think it was news to Dr. Wilson and 
the 

Chairman Barton. Is Congresswoman DeGette coming back? Be- 
cause I don’t want to take all of her time if she is — I mean, I want 
to 

Mr. Greenwood. Help yourself, Mr. Chairman. 

Chairman Barton. Okay. Well, Mr. Levine is out there in the 
audience vigorously shaking his head that his website has changed. 
I don’t know what the protocol is to 

Mr. Greenwood. Mr. Levine is still under oath and is 

Ms. Barker. Not his website, the Biospect website. 

Mr. Greenwood. Mr. Levine, would you like to come to the 
table, pull up a chair, and 

Chairman Barton. And as soon as Congresswoman DeGette gets 
back, I will 

Mr. Greenwood. No, she has gone for the votes. She is not com- 
ing back 

Chairman Barton. Okay. 

Mr. Greenwood, [continuing] until after the votes. 

Chairman Barton. Have you heard 

Mr. Greenwood. And I would advise the chairman that we have 
5 minutes and 39 seconds left on this vote. 

Chairman Barton. Mr. Levine, Dr. Barker had said that she 
didn’t know now — she knows more now than she knew then when 
she approved this, and that one thing that has changed is 
Biospect’s website. What is your response to that? 

Mr. Levine. Well, I can’t comment on what any of the NIH offi- 
cials knew when. But certainly on May 22 , 2003, the website was 
very clear, and we have all looked at that earlier. So nothing 
changed. In May 2003, the comparison and the similarity between 
what we were doing and what Biospect was doing was very clear 
at that time. So I am not sure what change the witnesses are refer- 
ring to. 

Chairman Barton. Well, my — and, again, when I get back I will 
have my own time. But my comment to Dr. Barker and to Dr. Wil- 
son and to Dr. Barrett, reading the August 20, 2003, memorandum 
from Dr. Wilson to Dr. Barker that Dr. Liotta’s activities were ap- 
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propriate or acceptable or approved is based on the fact, it appears 
to me, that he didn’t have a proprietary interest in the CRADA. 
And while he was being paid by Biospect, he didn’t have an owner- 
ship interest, so as long as he was being paid in a consulting fash- 
ion it was okay. 

Now, am I misreading that? But it doesn’t really relate to the 
subject. I mean, it is just — it was kind of a technical ruling that, 
you know, Biospect was hiring him as a consultant, and so he could 
pretty well consult on whatever he wanted, and it was okay. 

Ms. Wilson. It would not be true even before that he could con- 
sult on whatever he wanted. There were restrictions on what a 
Federal employee 

Chairman Barton. That is not what the memo says. 

Ms. Wilson. It is a technical analysis. Is the activity legal? Did 
it meet with regulations? And technically it did. 

Chairman Barton. Well, I am — we have to go vote, but we are — 
I assume we are going to retain these — this panel, so we can come 
back and get into this in more detail. 

Mr. Greenwood. That is correct. 

The committee will now recess until 3. 

[Brief recess.] 

Mr. Greenwood. The committee will come to order, and the 
Chair recognizes the chairman of the full committee for 10 minutes 
for inquiry. 

Chairman Barton. Thank you, Mr. Chairman, and I appreciate 
the panel staying. 

I am trying to get a handle on what constitutes a conflict of in- 
terest at the time the individuals who were working on the CRADA 
were also asked to go to work on the Biospect company payroll as 
consultants. And I am looking at this August 20, 2003, memo- 
randum, which is from Dr. Wilson to Dr. Barker, and the subject 
is Conflict of Interest Review, Lance Liotta, M.D. 

It is Tab 7, if you all have that information. 

On page 1 of the memo, it starts — it says — it has the sentence 
that, “Ethical conduct for employees of the executive branch re- 
quires that approval be granted,” so it is a positive directive that 
approval be granted in response to a request for outside employ- 
ment under the following conditions: that the request is submitted 
prior to the beginning, and unless it is determined that the outside 
employment involves conduct that is prohibited by statute or Fed- 
eral regulation. 

So if an individual wants to go to work outside the government, 
they have to submit it, require it to the beginning of the activity, 
and then if you — unless it is determined that the employment 
would involve conduct that is prohibited by statute, then you have 
to say yes. 

On the next page it says that, “The nature of the consultive serv- 
ices requested” — this is Dr. Liotta’s request to be a consultant for 
Biospect — “are limited in requests deemed to be advisory and unre- 
lated to any HHS matters. These consultive services do not violate 
the regulation.” 

Now, my first question is: how was it determined that what Dr. 
Liotta was doing for Correlogic was unrelated to any HHS matter? 
Because he was doing the same thing, or at least similar work. So 
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who determined that it was unrelated? Did you just take Dr. 
Liotta’s word at that? 

Ms. Barker. We did actually go through the established process. 
Mayhe Dr. Wilson should let you sort of hear that review quickly, 
and then we can talk about the specifics of this case. 

Ms. Wilson. In conducting the review, we look at the scope of 
Dr. Liotta’s duties. We look at his personal financial interest, we 
look at his CRADAs, we look at the grant and contract activity in- 
sofar as we are able to determine it, all of the technology transfer 
activities insofar as we are able to identify them. And we also look 
at the science. 

We look for the purposes of the science — as you know, science is 
changing on a daily basis. It is very complex now, and so our office 
does rely on experts who know the field much better than anyone 
in my office does to give us a review of whether what is proposed 
by the scientist is within the scope of the employee’s duties or out- 
side. 

Chairman Barton. But you know when he is asking this — I 
mean, he says, “I am part of a CRADA with Correlogic, and this 
is what Correlogic is trying to do. They are trying to find a pre- 
dictive test for ovarian cancer based on some sort of an analysis of 
blood.” I mean, you know that, right? 

Ms. Wilson. Yes. 

Chairman Barton. Now he wants to go to work for Biospect, and 
according to their web page they are doing the same thing. And yet 
in this memo it says it is — what he is requesting to do for Biospect 
is unrelated to any HHS matter. That just begs credulity that that 
would be a statement. 

Ms. Wilson. This memo relates to the rereview. The original ap- 
proval we did not have access to the website. Biospect’s website in 
2002 was not available to us. So we relied on the description of the 
company, on the description that was provided and the documents 
provided from the company as to what he was going to do. 

We asked Dr. Barrett to assist us with the science of the matter. 
And given that it was limited by the provisions that were put into 
the contract, it was determined that those things were matters of 
general applicability. 

Chairman Barton. Well, now, so what you are telling me, if I 
interpret this colloquially. Babe Ruth was a great pitcher for the 
Boston Red Sox. He turned out to be a great hitter for the New 
York Yankees. And according to this ruling, he could continue to 
do both. He could play right field for the Yankees and hit home 
runs. And when he wasn’t playing for the Yankees, he could go up 
to Boston and pitch for the Red Sox. 

Ms. Wilson. By the same instance, would we have stopped him 
from coaching his children’s little league 

Chairman Barton. Well, I think if you would have told the 
owner of the Yankees that he still wanted to go pitch for the Red 
Sox, you know, both ownerships would have had a problem with 
that. 

Ms. Wilson. I do not disagree with that. 

Chairman Barton. All right. Mr. Barrett, what is your take on 
this? Dr. Barrett? 
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Mr. Barrett. Thank you. We reviewed this carefully, hut I 
must — as we admitted last time I think, knowing what we know 
today, we would not have made the same decisions. 

Chairman Barton. But what do you know today that you didn’t 
know then? 

Mr. Barrett. Let me explain that to you. Congressman. So at 
the time, what we knew was that the Biospect company was a new 
company that had a very general description of their activities. It 
was not clear that they were involved in the pattern recognition 
business. What was also known was that the CRADA with 
Correlogic, the Correlogic’s contribution, was in terms of doing the 
computational analysis, the algorithm, to actually do the analysis 
of the patterns and the proteins. 

So what we did to make sure, so it did not appear that there was 
any overlap, but we put very clear exclusionary language within 
the consulting agreement to try to make it very clear that if there 
was any overlap that that would be excluded, and that Biospect in 
fact knew that. 

Clearly, it should have been the case that Correlogic — Mr. Le- 
vine — should have also been aware of this. We admitted that last 
time, and I think that certainly is one of the changes that needs 
to be 

Chairman Barton. Well, Dr. Heller, when he was before us in 
the previous panel, basically said that you can’t blame his company 
because they complied with all of the rules. And you are the people 
that are applying the rules, and you are saying you didn’t know. 

I mean, the Biospect website shows this capability will be tar- 
geted to improve the diagnosis and clinical patient health and en- 
able new approaches to drug development. The Biospect system 
will be the foundation for the discovery and detection of patterns 
of proteins, protein fragments, that reflect and differentiate various 
states of health and disease. 

And the Correlogic mission statement — and I am not going to 
read the whole thing — they want to create turnkey diagnostic sys- 
tems that will revolutionize the disease, testing, and screening 
market. They will also provide pattern discovery solutions to 
biotech and pharmaceutical companies for the use in genomics, if 
I am saying that correctly, molecular biology, protein sequencing, 
and in new drug identification and toxicity evaluation. 

Now, that is not word for word. But I am not a biological sci- 
entist, but it sure looks to me like they are doing the same thing. 

Mr. Barrett. Yes, sir. Based upon those two descriptors, I would 
agree fully with you. The 

Chairman Barton. Well, they didn’t look at that. I mean 

Mr. Barrett. I don’t know when that was available. If it was 
available and we did not look at it, that was certainly 

Chairman Barton. I mean, isn’t the truth is that — and this is 
speculation on my part — ^but it appears to me that prior to this sub- 
committee getting involved in this, after 1995 the environment at 
NIH was to either encourage these sort of arrangements or to give 
it only the most perfunctory and technical analysis. And this par- 
ticular arrangement just took it a little bit too far. 

But, I mean, I don’t see that any effort was really made to check 
what was going on. You all basically took Dr. Liotta at his word. 
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or whatever he put into writing, and gave a very technical analysis 
of it, and based on that said it is okay. Now, how far off the mark 
am I on that? 

Mr. Barrett. I think you have a lot of merit in what you say. 
I think what we did do was to look, obviously, at the scope of the 
CRADA. And the scope of the CRADA is much more narrow than 
the scope of the overall mission of the company. And so within the 
scope of the CRADA there was very clear language in the con- 
sulting agreement that that was excluded. 

Chairman Barton. Now, as a layman, do you feel that it would 
be appropriate at any time for somebody in your — the three of your 
positions, the government positions that are reviewing this, to let 
the first company know that Dr. Liotta had acquired this ability to 
be a consultant for what appears to be a competitor? Should the 
law require or internal regulations require that before that ap- 
proval is granted, even if it looks okay on paper, the original com- 
pany ought to be notified? 

Mr. Barrett. We fully agree with Dr. Zerhouni’s conclusion that 
these things should be transparent and should be 

Chairman Barton. Well, you agree with it today, but you didn’t 
at the time. Did anybody bring that up? Did anybody sit around 
the table or by e-mail say, “You know, we ought to let those saps 
at Correlogic know that the two principal people they are working 
with at NIH are about to have a consulting arrangement with what 
appears to be a competitive company”? Did anybody even think 
about that? 

Ms. Barker. In the concept of the Privacy Act, which we believe 
this outside activity to be covered by, we would not have made that 
personal income relationship known to the public. And from this 
perspective 

Chairman Barton. Well, I am not saying make it known to the 
public, but, for gosh sake, why can’t you make it known to the com- 
pany that started the process first? I am not saying put an ad in 
The Wall Street Journal. But why couldn’t you have notified con- 
fidentially Mr. Levine’s company? That is not protected by the Pri- 
vacy Act. 

Ms. Barker. We would have — we would have checked with legal 
counsel to determine whether they were in the chain of command, 
and whether they were covered by the Privacy Act or not, whether 
we had the ability to. Absent that, we would not have made it 
known. 

Chairman Barton. Well, my time has expired, and I apologize 
for that. But at some point in the process, if you folks are the peo- 
ple responsible for ruling on ethics applications, you need to step 
back and look at the broader picture. I don’t see any attempt in the 
documentation to really look at what we would consider to be right 
and wrong. 

And, you know. Dr. Zerhouni, to his credit has come around to 
the view that we need to change the system. And apparently you 
folks also agree that the system needs to be changed, which is to 
your credit. But in the interim, Correlogic has had two of the peo- 
ple that it thought were assigned by the government to work with 
their company have behind the scenes been working with another 
company, at least along a similar track. 
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And my analogy to Babe Ruth is kind of corny, but it is very real. 
You know, there is no way the New York Yankees would have let 
Babe Ruth go back and pitch for the Red Sox. There is absolutely 
no way, but yet by the approval of this application that is essen- 
tially in the research sphere what was allowed to happen. 

With that, Mr. Chairman, I would yield back. 

Mr. Greenwood. The Chair thanks the chairman and recognizes 
the gentleman from Florida, Mr. Stearns, for 10 minutes. 

Mr. Stearns. Thank you, Mr. Chairman. 

Let me just continue along what the distinguished chairman of 
the Energy and Commerce Committee started to talk a little bit 
about this — what appears to be two scientists involved with a com- 
pany, and sort of — Biospect and sort of working for NIH at the 
same time, not — Mr. Levine not aware of that, and then he finally 
became aware of it. 

Mr. Levine, I went through your testimony here, and I thought 
I would go through and ask for some further clarification of your 
statements. On page 7 of it you say when you raised concerns to 
Dr. Petricoin and Dr. Liotta, you said they told you — “I was told 
not to be paranoid.” And that NCI’s unilateral decision was really 
in Correlogic’s best interest. 

And, frankly, I was also concerned, and remain concerned to this 
day, about the particular components that NCI had unilaterally 
chosen for the detection system, and also about which entity would 
take the lead in responsibility for seeking regulatory approval fol- 
lowing successful completion of the clinical trial. 

When they said to you not to be paranoid, what did that mean 
to you? 

Mr. Levine. Well, Congressman, two issues here. The first is 
that the reference I was making there was not to the conflict of in- 
terest, which I didn’t know about at the time. The reference there 
was really to NCI’s decision to proceed with the clinical trial and 
to essentially take over this area that had otherwise just been 
granted to Correlogic in April 2002. 

So the reference really was to the activities of NCI going forward 
toward the clinical trial and all of those issues, although through- 
out my conversations over the last 3 years with Drs. Petricoin and 
Liotta they would continuously tell me that I was paranoid. Every 
time I questioned an activity or a decision coming out of NCI, they 
thought I was rather paranoid. And I think in hindsight I wasn’t 
paranoid enough. 

Mr. Stearns. Well, and then you go on — “a few weeks later I 
began hearing more from industry contacts about Biospect being a 
competitor.” 

Mr. Levine. Yes. 

Mr. Stearns. “By now I was hearing that Drs. Petricoin and 
Liotta were affiliated with Biospect. In early July 2003, I reached 
Dr. Petricoin by phone and raised the issue directly to him.” Tell 
us what you said to him. 

Mr. Levine. In that call — and I was friends with Dr. Petricoin, 
so I was able to be pretty blunt with him, I said that it had come 
to my attention through industry contacts that he and Dr. Liotta 
were consulting with Biospect, and I was shocked. I was appalled. 



582 


Mr. Stearns. What was his response when you said to him, “I 
have heard through the industry grapevine that I am now — you are 
advising me — you are telling me not to he paranoid, yet I am find- 
ing you are part of my main competition.” What was their re- 
sponse? And were you talking to both of them or to 

Mr. Levine. The conversation was only with Dr. Petricoin. 

Mr. Stearns. Okay. And what was his response? 

Mr. Levine. His response was first and foremost that this was 
to approve the outside activity. And I, again, expressed genuine 
shock at that. I asked him how that could he so because the two 
companies were so clearly competitors, and I reiterated to him at 
the time the way in which I found out, which was through other 
people in the biotech industry, so that others perceived it as a con- 
flict of interest, others outside of government, others outside of 
Correlogic. 

And I then made the point to him — and this is very, very clear, 
since I actually wrote an e-mail shortly after my conversation with 
him — I made the point that, as I said earlier in the testimony, that 
the information that he was picking up and Dr. Liotta picking up 
from their collaboration with Correlogic, where that information 
began and where their own understanding ended, it would be very 
hard to tell. 

So that if they were then consulting with a competitor, the fact 
that they might think that they are not revealing confidential in- 
formation I thought became a very difficult line to determine. 

Mr. Stearns. Well, then you say later on, “I raised my concerns 
about what was happening to my company with Dr. Barker.” And 
let me ask Dr. Barker: were you aware of this, too? 

Ms. Barker. Let me explain a little bit about how I became in- 
volved. 

Mr. Stearns. Okay. 

Ms. Barker. I joined the NCI in January or December actually — 
or January 2003, and I actually came to the NCI to join Dr. von 
Eschenbach to sort of work on these kinds of issues. So 

Mr. Stearns. I need you to be brief, just because 

Ms. Barker. Okay. Not long after I arrived, I received a call that 
said — from a colleague of Dr. Levine’s saying that he was engaged 
in a CRADA with us, and he felt as though there was a potential 
conflict of interest for the investigators. So that is when I asked 
that Dr. Wilson and Dr. Barrett rereview the case and readvise us 
on whether or not there was a conflict of interest, so we could pro- 
ceed to negotiate this. 

Mr. Stearns. Was there a conflict of interest detected? 

Ms. Barker. You know, we have just heard from Dr. Wilson and 
Dr. Barrett that using the guidelines they had at that time 

Mr. Stearns. Right, okay. 

Ms. Barker, [continuing] they concluded that there was not a 
conflict of interest. 

Mr. Stearns. Okay. 

Ms. Barker. I think we have all agreed in retrospect that there 
was. 

Mr. Stearns. Okay. That is all I wanted to hear. 
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NCI and Correlogic have been in negotiations on the clinical 
trials for CRADA for a long time. Is it customary to take that long, 
Dr. Barker? 

Ms. Barker. In a word, no. 

Mr. Stearns. Okay. 

Ms. Barker. We have 100-plus CRADAs. This is the only one ac- 
tually that has taken this amount of time to negotiate. But I will 
honestly say in sorting this out, it is a very complex CRADA. And 
by that, it involves some laboratory discoveries that are quite pro- 
found, a clinical trial, a licensed 

Mr. Stearns. Let me put it this way. How close are we to fru- 
ition on these negotiations? Are they 1 week away, a year away, 
a month? Where are we right now? 

Ms. Barker. They depend actually on — a confounding factor in 
this has been that we started out with a technology that was devel- 
oped in collaboration on the CRADA. Dr. Levine’s company has ac- 
tually pursued another line of investigation. He would like to add 
that to the CRADA, and I think the only thing that is missing here 
is to see the data from that technology so we can proceed to make 
a decision about this CRADA in terms of doing 

Mr. Stearns. Let me see if Dr. Levine understands this negotia- 
tion the same way you do. Dr. Levine? 

Mr. Levine. I have to respectfully disagree. The negotiations 

Mr. Stearns. I mean, have you started something else here and 
it is making 

Mr. Levine. Well, it is not something else. It was work that we 
were developing 

Mr. Stearns. It was part of the initial negotiations. 

Mr. Levine. Exactly, part of the initial CRADA. Also, let me just 
add. Congressman, that there has been constant reference to how 
narrow the original CRADA was. Well, that was one of the issues 
beginning as early as August 2002 that we are attempting to 
change, because I can show you we have a year’s worth of CRADA 
notes here taken by the NCI’s contractor that have — perhaps 25 or 
30 percent of these meetings were about software. The bulk of it 
was about sample preparation, mass spectrometers, turnkey sys- 
tems. 

So what was happening was that the research — the joint re- 
search under the CRADA was in fact going exactly down the road 
that I described earlier, which is the development of a turnkey sys- 
tem. So the goal of the negotiations was to both convert the re- 
search CRADA and eventually the clinical trial CRADA to match 
what was actually going on. 

So in terms of where we are today, no, we 

Mr. Stearns. Okay. So we have a little disagreement. Dr. Bark- 
er, in your — you have heard him, I have heard you. Dr. Barrett or 
Dr. Wilson, is there anything you would like to contribute here? We 
have this negotiation we all agree is going on much too long. You 
indicate that it is going to perhaps go on. Dr. Barker, longer be- 
cause of some changes that have taken place, and Dr. Levine says 
no. Just, Dr. Wilson or Dr. Barrett, anything you folks want to add 
here? 

Mr. Barrett. Let me 
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Mr. Stearns. If you can be brief, because I have got a 
summary 

Mr. Barrett. Right. I know it is — actually, there are several 
issues that do need to be put on the table 

Mr. Stearns. Okay. 

Mr. Barrett, [continuing] which won’t be brief. But let me make 
one point. That is, the ability to execute a CRADA is not something 
that Dr. Barker or I or the NCI has. 

Mr. Stearns. No, I understand that. 

Mr. Barrett. It goes through the NIH. 

Mr. Stearns. Just your interpretation. 

Mr. Barrett. Part of the discussion has been, what would be ap- 
propriate to put into a CRADA that would be satisfactory to all 
parties, most importantly the NIH? And that is part of the com- 
plexity of this. 

The comment that Dr. Levine made — Mr. Levine made about us 
taking over an area given to Correlogic I take great exception to, 
because I think this is, in fact — we are continuing to do the re- 
search that the NCI is supposed to do and which we are paid to 
do by the public, and that is to try to understand how to improve 
clinical trials for ovarian and other cancer patients. 

We have started a clinical trial. There is no delay in that trial. 
That is going along. That will collect the samples that will be used 
by a variety of sources for doing this analysis. We have welcomed 
Dr. Levine to participate in that activity and offered him unlimited 
access to these samples, but not necessarily through the CRADA. 

The CRADA requires, again, a contribution of both parties, so 
there are other mechanisms. He mentioned earlier that he was also 
collaborating with another laboratory at NCI through a material 
transfer agreement, which is a very legitimate way of doing this 
transfer. 

So there is lots of ways to move this forward, but the important 
thing is it is moving forward, even while these negotiations are un- 
derway. 

Mr. Stearns. I guess. Dr. Barker, can you assure us that NCI 
will treat Correlogic fairly in the future as they seek to work with 
the agency on research? 

Ms. Barker. Absolutely. I have made — I have gone to great 
lengths to ensure that that is the case. And just to clarify the point 
on — I have seen all the pieces of this now, and it took some time 
to sort this out, actually. But I think the point I was raising before 
is we do have — we have reached the point of having an agreement 
on I think — and I think NCI and Correlogic agree on the basics of 
the agreement. 

I think the one question NCI has raised is: could we see some 
data for the other proposed technology? And we are awaiting that. 

Mr. Stearns. Thank you, Mr. Chairman. 

Mr. Greenwood. Mr. Levine, you looked like you were about to 
say something. 

Mr. Levine. Yes. The problem with the observations made just 
now are that we reached agreement with NCI in August 2002, and 
that agreement was reduced to writing on September 12 by NCI’s 
technology transfer office. And we have now spent the last 2 years 
watching every part of that agreement be unravelled. 
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So now to say, “Well, if we show them data, we can come and 
be part of this trial” is — I mean, frankly, it is sophistry. I mean, 
we had an agreement 2 years ago to move forward together, and 
NCI basically has negotiated us to death. It is very difficult when 
you are a small company to be negotiating with all of NIH at one 
time. 

Mr. Greenwood. Thank you. 

The gentlelady from Colorado is recognized for 10 minutes. 

Ms. DeGette. Thank you, Mr. Chairman. 

Dr. Barker, when Mr. Levine was just giving his response, I saw 
on your face you disagreed with that. You know, what can be done 
here to move this along? 

Ms. Barker. First of all, I think Dr. Levine’s comment is a point 
well taken. When I say this was difficult to sort out, there were a 
lot of things on the table that had been worked out over time. And 
I think because of the speed of the technology, the movement of the 
technology, issues that arose due to the tests that Correlogic was 
proceeding with, the desire of NCI to proceed along a different line 
of technology, when I started looking at this we really had to start 
over. I mean, it was — no one sort of within the NCI I think was 
where they were a year earlier, and so — and the technology had 
moved along. 

So I think that the agreement we have on the table now is I 
think appropriate, and I think it would allow Correlogic to be — to 
really get a 510K, and be probably first to get a 510K, and they 
hold a license for this technology. So I think if we can agree on this 
one single point in terms of using two technologies versus one, I 
think we could close this fairly quickly. 

Ms. DeGette. Okay. And, Mr. Levine, does that — do you think 
it could be closed fairly quickly, too, given Dr. Barker’s statements? 

Mr. Levine. I will certainly give it my all, and hopefully it will 
be less than 2 years. 

Ms. DeGette. And, Dr. Barker, I think I know the answer to 
this, but I just want to get it on the record. There are some — is 
there any indication that Correlogic will suffer because of its com- 
plaint to this committee or the proceedings that we have going on 
with respect to these issues or the clinical follow-on to the agree- 
ment we have? 

Ms. Barker. I speak on behalf of myself. Dr. von Eschenbach, all 
the folks at this table, and the National Cancer Institute in saying 
that we are most interested in this relationship, and we are very 
interested in CRADAs. We are desperate in Cancer to get these 
technologies into patients, so, trust me, we are absolutely — if this 
is a relationship that can and should be closed and pursued, it will 
be done. 

Ms. DeGette. And there will be no retaliation against 

Ms. Barker. Absolutely not. There will be — no. I think, actu- 
ally — I think this is an interesting and I think very revealing case 
study, and I think that Dr. Zerhouni has taken it to heart and 
changed some things that needed to be changed from this case 
study. 

It is — you know, there are some unfortunate things here, but I 
think we have learned some things in the system that has been in 
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place. And I think it is actually directing us to a new system, and 
the NCI has — had already begun to initiate some of these changes. 

Ms. DeGette. So you are happy for the information they have 
brought forward. 

Ms. Barker. I think it has been very informative, and I think 
it is also going to help us in the future as we negotiate our 
CRADAs and put them in place to be very clear on conflict of inter- 
est. And I — that has not been a simple issue before. 

Ms. DeGette. Dr. Wilson, I just wanted to follow up on the dis- 
cussion we were having in my previous line of questioning when I 
yielded to the chairman. I think you had testified, and several of 
the others had testified, that these new systems that are being put 
into place — in particular, the computer systems — should function to 
raise a red flag to help us avoid conflicts of interest like this in the 
future. 

And I guess I would like it if you would describe for me with a 
little more precision how it is these types of conflicts of interest will 
come up, and how your office is going to identify them in the fu- 
ture. 

Ms. Wilson. With regard to the data that we can collect on our 
own employees, it will allow us to link together everything that we 
know that they are doing. Certainly, we have much better descrip- 
tions of what their official duties are, their current projects, con- 
tracts, grants, anything that the might be involved in. With regard 
to CRADAs, we have the same information, or will very shortly, ac- 
cessible in real time, including more documents than we have had 
before, including such things as confidential disclosure agreements, 
which were not accessible to us before. 

Ms. DeGette. Who were they accessible to before? 

Ms. Wilson. They were on record in technology transfer offices. 
And we received copies of CRADA listings, but not of those other 
documents. And so it indicates a dealing that we have with the 
company as part of our official duty activities. Being able to link 
those together will, in fact, alert us to a number of relationships 
that we wouldn’t have been aware of before. It will give us better 
description. 

With regard to what Dr. Zerhouni said this morning about 
Googling various companies, clearly, what we can obtain from the 
web is subject to what is available on the web, and that 

Ms. DeGette. Right. 

Ms. Wilson, [continuing] will continue to be a limitation. For 
small startup companies 

Ms. DeGette. So let me stop you. Is it your intention, then, any- 
time someone comes forward with a proposal for outside contracts 
that you are going to Google all of the proposed — I mean, how is 
that going to work mechanically? I am still grappling with how this 
new proposed ethical system is going to work. 

Ms. Wilson. With regard to outside activities, what we actually 
do now when an activity is proposed, as I said, we review all of the 
data bases about the employee and their activities, and the Insti- 
tute’s involvement with whatever the proposed outside partner is. 
Again, they are limited by the systems that we have in place, 
which are being improved. We do also search the web for anything 
that we can find related to the companies. 
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Ms. DeGette. And then, is there some — but, I mean, if you had 
done that in this case, the information would have — I mean, would 
you have known from the web that there was a conflict between 
these two companies? 

Ms. Wilson. There is one piece of information that was available 
to us in August 2003 that we had not known about before. There 
was a confidentiality disclosure agreement executed between 
Biospect and the NCI for access to the data, which is now public, 
that has been generated as part of the CRADA. 

That certainly would have immediately signaled an interest of 
the company in pursuing the same direction, perhaps exactly, that 
the Correlogic CRADA was going down. 

Ms. DeGette. Okay. So that — you would have caught that based 
on the provision of getting the confidentiality agreements. You 
wouldn’t have caught that by surfing the web. 

Ms. Wilson. No. We would have caught that within our own sys- 
tem. 

Ms. DeGette. Okay. All right. I don’t think I have any further 
questions, and I yield back. 

Mr. Greenwood. The Chair thanks the gentlelady and recog- 
nizes himself for 10 minutes for questioning. 

I am going to ask you. Dr. Wilson, to go to Tab 28. And if you 
go to the second page, you’ll see an e-mail from Peter Levine. Do 
you see that? 

Ms. Wilson. Yes. 

Mr. Greenwood. Now, actually, the e-mail in question here is 
the address below that where it says Vince Simmon, sent Wednes- 
day, May 21, to Peter Levine, subject Info on Biospect. Do you see 
that? 

Ms. Wilson. Yes. 

Mr. Greenwood. Okay. And the date is May 21, 2003. I think 
earlier in your response to questions you said that the information 
that you would have needed to demonstrate that Biospect was real- 
ly involved and engaged in the same kind of activities as Correlogic 
wasn’t available in 2003, didn’t you? 

Ms. Wilson. As a group, we indicated that the website was not 
available. The website was available, and in our 2003 analysis my 
office did look at that website. 

Mr. Greenwood. Oh, did not look at it. 

Ms. Wilson. We did look at it. 

Mr. Greenwood. Right. 

Ms. Wilson. It was attached to our documents. 

Mr. Greenwood. Okay. 

Ms. Wilson. Which I believe were submitted to your committee. 
It appears to have been an oversight, and may very well have been 
my office’s fault that it was not provided to Dr. Barrett. So he may 
very well have been unaware of the 

Mr. Greenwood. Because clearly the — what he says, “Peter, it 
was nice talking with you today. Here is some info on your new 
competition. I will be back in touch. Vince.” And then it goes on 
from the website there — a description of the — a complete descrip- 
tion of Biospect, which talks — describes exactly what it does, which, 
of course, is very much what Correlogic was doing. You don’t dis- 
agree with that in retrospect? 
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Ms. Wilson. I don’t disagree with it in retrospect. I would have 
asked for — being that I would have done a technical analysis, I 
would have asked for further information about the nature of bio- 
logical fluids analysis, and so forth, and are they truly related? Are 
they that close? 

Mr. Greenwood. And wouldn’t you have referred that to — that 
question to Dr. Barrett, since it is a scientific question? 

Ms. Wilson. Yes. 

Mr. Greenwood. Okay. I think here is what is troubling us. Mr. 
Levine comes in and says, “Holy God, I am upset. I am working 
with these guys on my CRADA, and I find out that they have never 
told me they are working for Biospect. I view Biospect as a compet- 
itor, and this I find appalling.” Okay? 

So you have the information, but the guy at Correlogic, he 
thinks — he thinks that his company’s secrets are at risk. Okay? 
And one would assume that if there was no risk, no potential risk 
because they were in very different fields of endeavor, Mr. Levine 
wouldn’t come in so upset and asking for a rereview, right? So you 
have got some — I mean, you have got a pretty good red flag going 
in the person of Mr. Levine. Okay? So then you rereview. 

And the thing that worries us, that causes us to spend so much 
time on this issue, is out there at Biospect you have got on the 
Board the old boss of the NCI, the big man, the big dude, Klausner. 
Right? Knows all you guys, you worked with him and for him and 
all of that, and you have got Dahl out there, and you have got 
Shtrom out there. 

And the concern is we think — we worry that in the face of the 
obvious concern of Mr. Levine you scanned over the horizon to look 
at Biospect to see if this is a problem, and there is the old gang 
out there making money at Biospect. And that we worry that that 
would have clouded your jud^ent. 

Did you have any discussions with any of those three people — 
Dr. Klausner, Dr. Shtrom, Dr. Dahl? Did you have conversations 
with any of them during the time that you were rereviewing this 
agreement? 

Ms. Wilson. To my knowledge, no. I know I didn’t — I have not 
talked to Dr. Dahl I believe since she left. I could be wrong. I would 
have to check notes to see if we had anything. I have not talked 
to Dr. Shtrom. I have had a few conversations with Dr. Klausner 
on various situations, but not on this. 

Mr. Greenwood. Not with regard to this, okay. 

Ms. Wilson. No. 

Mr. Greenwood. And does that apply to you as well. Dr. Bar- 
rett? 

Mr. Barrett. Absolutely, yes. I mean, absolutely not. 

Mr. Greenwood. Okay. You haven’t had any conversations 
with 

Mr. Barrett. No conversations. 

Mr. Greenwood. I mean, in retrospect, do you think that your 
judgment may have been clouded by the fact that former friends 
and associates 

Mr. Barrett. It did not enter into my decision at all. I was told 
that Dr. Klausner had, you know — what I was told, as I under- 
stood, was he was part of the venture capital group that had fund- 
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ed this, and he was not directly involved in the management of this 
company. I actually overlooked the fact that Carol Dahl was the 
signature on one of the letters that we had, so I actually did not 
even make the connection until much later when it was brought to 
the attention of this committee. 

I reviewed the statement of work and the consulting agreement. 
I used my knowledge of the CRADA that we had with Correlogic, 
and those did not seem to overlap, and that was the sole basis for 
the decision. 

Mr. Greenwood. If you would turn to page — to Tab 34, you will 
see e-mails sent from Carol Dahl to Petricoin, and then below that 
is — actually, I always forget these things go in reverse order — an 
8:06 a.m. message from Dr. Petricoin to Carol Dahl. Do you see 
that. Dr. Wilson and Dr. Barrett? 

Mr. Barrett. Yes. 

Ms. Wilson. Yes. 

Mr. Greenwood. If you look at the address that Dr. Petricoin’s 
e-mail emanated from, it is FDA — it is seiber.fda.gov, which clearly 
indicates he is using his government computer to be sending e- 
mails with regard to his outside paid consultancy. Would you come 
to that conclusion? 

Ms. Wilson. Yes, he is using it to confirm what appears to be 
a scheduling arrangement. 

Mr. Greenwood. All right. And he is also sending it — if you look, 
it went to Dr. Liotta at mail.nih.gov. 

Ms. Wilson. Yes. 

Mr. Greenwood. That is not necessarily grand larceny, but, I 
mean, it does violate the rules, does it not? My understanding from 
previous conversations with others at NIH and at the FDA indi- 
cates that these private consultancies are not supposed to involve 
the use of government computers, telephones, equipment, etcetera. 
Is that correct? 

Ms. Wilson. The conduct of personal business should not be 
done using government equipment. 

Mr. Greenwood. Right. And certainly not on government time 
either. 

Ms. Wilson. Yes. 

Mr. Greenwood. Okay. Turn to Tab 11 now, please. If you would 
look at — would you identify that document. Dr. Wilson? 

Ms. Wilson. That is a cover sheet that is generated by our com- 
puter recording the Biospect activity with the comments that my 
office added in submission to the NEAC committee. 

Mr. Greenwood. Okay. And money earned to date, it says 
$49,375 consulting fees, proposed annual rate of $39,000, or $3,250 
per month. Where would that information have — how would that 
have been inputted into the system so that that would appear on 
this computer-generated form? 

Ms. Wilson. There is — what you cannot see is a blank field next 
to — you can see a field that says “fee.” Next to it would have, in 
fact, been the dollar amount. And our system is limited right now. 
It was intended to reflect an annual rate, and if we begin to put 
in cumulative rates we are going to have to make some changes in 
the system. So it is done manually at the moment. 
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Mr. Greenwood. Okay. So that $49,375, was that — did some- 
body enter that, or was that — did the computer do math — do 
multiplication 

Ms. Wilson. We received that information from Dr. Liotta him- 
self, because we weren’t collecting the data on that at the time. 

Mr. Greenwood. I understand. So Dr. Liotta provided that infor- 
mation. 

Ms. Wilson. Yes. 

Mr. Greenwood. Okay. Now, go to Tab 41, please. Okay. If you 
look at — can you identify that document? Well, I will identify it. 
This document I don’t think you have seen. But this is a document 
provided to the committee by Predicant Biosciences, formerly 
Biospect, and it is a vendor quick report, January 1, 2002, through 
June 5, 2004. 

And the numbers on that — this is for Dr. — it is what they paid — 
what they report that they paid to Dr. Lance Liotta. And you will 
notice that the rate started out at $5,000 per month and then was 
reduced to $3,125, and that adds up to, the staff tells me, $70,000. 
And so does that — would that indicate a discrepancy between the 
$49, 000-plus figure that we just were discussing and this $70,000 
figure that the company indicated that it paid Dr. Liotta? 

Ms. Wilson. There is clearly a discrepancy. I believe what — the 
dollar amount Dr. Liotta furnished us may have been what he had 
on his W-2 equivalent form. I would have to check what he 

Mr. Greenwood. Do they submit the W-2 form? 

Ms. Wilson. No, they are not required to. 

Mr. Greenwood. They are not required to. Okay. But you can’t 
explain how this discrepancy would have occurred? 

Ms. Wilson. The number we used is what he provided to us. 

Mr. Greenwood. Okay. We understand that Dr. Liotta and Dr. 
Petricoin were involved in helping Predicant Biosciences set up a 
GLIA lab, which is regulated by the Department of Health and 
Human Services. Is there an ethical conflict there where they are 
being paid to provide guidance in an endeavor that would be regu- 
lated by the Department? 

Ms. Wilson. The issue I would have looked at, and I may not 
be looking at all of the issues, would have been whether they were 
engaged in a matter that would become the subject of a submission 
of documentation or discussions with HHS. The mere establish- 
ment of a lab according to known processes or standards would not, 
in my mind, fall under that, but I would have verified 

Mr. Greenwood. So it would be the preparation of documents 
themselves that would then be reviewed that would cross an eth- 
ical line. 

Ms. Wilson. Communications become the subject of dealings. 

Mr. Greenwood. Okay. How about if they — where is the line be- 
tween actually doing the paperwork where you are sitting and 
inputting the data onto the — into the computer to print out the re- 
port or actually writing a document versus advising a client to 
pay — a client who is paying you how to do that or advising a client 
how to — a strategy for getting a new device approved through the 
FDA? Is there a — is that a gray area, or is there a fine line there? 

Ms. Wilson. I would have to say it is a gray area in my mind. 
I would defer it to better legal counsel. I am not a lawyer. 
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Mr. Greenwood. Okay. Finally, Dr. Barker, you heard Dr. Le- 
vine in the very beginning of his testimony express concern and 
worry that the NIH and/or the FDA would act in a prejudicial form 
because of his role in making the committee aware of his concerns 
about this. How can you assure Dr. Levine and this committee that 
that will certainly not be the case, at least as it concerns the NIH? 

Ms. Barker. Well, I think we will proceed in good faith. And I 
think there have been some missteps here, but I think most of the 
things that have been done on this negotiation have been done in 
good faith. Doing it over, we probably would do it differently I 
think, at least the first — up to the point I think Dr. Levine de- 
scribed to you. 

I think since then we have been — ^you know, we have been mov- 
ing along at a reasonable rate, not rapidly enough I think, but I 
think in the future some of these new processes that we have al- 
ready started to put in place will assure anyone actually entering 
into these relationships that not only will you be able to proceed 
I think more quickly and more efficaciously, I think you are also 
going to proceed without the kinds of issues that Mr. Levine has 
raised. 

I mean, I think this new system of actually looking at everything 
an individual is doing, especially those folks who are entering into 
CRADAs, is going to be critical. And as I said before, I think one 
thing this case has pointed up is that we do have to very carefully 
consider that. 

In terms of, you know, fair treatment from the NIH, FDA, and 
I can certainly only speak for the NCI, we will certainly make very 
effort to ensure that Mr. Levine and anyone else who comes to deal 
with us, in terms of these very important relationships, will get fair 
and equitable treatment. 

Mr. Greenwood. You are not critical of Dr. Levine for his testi- 
mony today, are you? 

Ms. Barker. Not at all, actually. As I say, as I sat there, I think 
both Dr. Barrett and Dr. Wilson and all of us, we learned a lot 
today. And I think it is learning that will help us in the future. 
And the biotechnology industry is actually very, very important to 
the National Cancer Institute. So many of our products are smaller 
markets; that is very attractive to this industry. And so we have — 
and, actually, cancer is the major focus of most of the biotechnology 
companies that are being formed today. 

So we are going to endeavor to do everything we can to build the 
very best relationship with this industry we can. There are about 
1,500 biotech companies in the country today, and we see that as 
being an absolutely exploding area for the future. So it behooves 
the NCI and the NIH to actually work, as Dr. Zerhouni said this 
morning, to really make these relationships effective areas of trans- 
lation of technology for the American public. 

Mr. Greenwood. I think on that very positive note the com- 
mittee will thank you very much for spending the day with us and 
for your testimony. It has been a big help. 

Mr. Levine, we thank you particularly. 

And the committee is adjourned. 

[Whereupon, at 3:57 p.m., the subcommittee was adjourned.] 

[Additional material submitted for the record follows:] 
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Zerhouni Letter - Re: Awards, Travel, and Official Duty and Outside Activity Approvals - 

ACTION 

Swindell Letter to Marilyn Glynn requesting ttiat some Employees file Public Financial 
Disclosure Reports. 


Svi^ndeii memo to PEC s, re: Agency Procedure Reviewing Outside Activity Requests. 


Wilson Memo - Subject: Conflict of Interest Review: Lance Liotta, M.D./HHS-520 Biospect 


NC! Memo - Subject: Evaluation of Biospect Outside Activi 


Request for Approval of Outside Activity for Emanuel F. Petricoin 


Request for Approval of Outside Activity for Lance A. Liotta 


NCI Ethics Database re: Or. Liotta's consuittnq aoreement. 


Zerhouni Letter re; Financial Disclosure 


NHI Memo re; Resubmission of Outside Activity Approvals 


Burton Email - RE: Moshell 


Approval Form for Awards - Klausner - 1997 Rabbi Shai Shacknai Memorial Prize 


HHS Memo - From Barrett - Subject: Special Volunteer Designation for Richard Klausner 
Letter from the Editors - Clinical Proteomics 


Dahl Email - RE: Liotta/Petricoin - Ethics Limitations 


HHS - Employment bv Title 42 Authori 


List of Pfizer - NIH Consultants from 1 999 to Present 


Burton Email - Subject; Fw; NEAC Totals 




NIH Lecture Award Master List 


Azar Letter to Tauzin - Re: Role of HHS Lawyers 


Turnover Rates for NIH Scientific Staff for FY1994-FY2003 

Correloqic Section 


Levine Letter - Re: Approval of co-sublicense to 


Tananbaum Email - RE: Agreement to Carol Dahl and Exec Staff 


Parnell Email to Jeff Livingstone ■ RE: catching up 


Liotta Email to Jeff Livingstone - RE: Inqui 


Petricoin Email to Livingstone - Re: SAB and Meeting you next week 


Livingstone Email to Petricoin • Re: SAB Que 


Dahl Email to Petricoin - RE: Follow up and could you be available to meet? 


Petricoin Email to Heller - Re: Follow up and could you be available to meet? 


t Section 


BIOSPECT Letter to extend a consulting agreement to Dr. Lance Liotta 


Biospect Inc. Website Information 


Petricoin Email to Heller - Re: CDA with Biospect _______ 


Flamberg Email to Burton - Subject Additional Document re; Biospect 


Predicant Biosciences. Inc. - Vendor QuickReport 


Biospect Check to Lance Liotta $3, 1 25 dollars 


Biospect Check to Lance Liotta $3,125 dollars 


Biospect Check to Lance Liotta $3,125 dollars 

Biospect Check to Lance Liotta $3,125 dollars 

Biospect Check to Lance Liotta $3,125 dollars 
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S’- 

ARCHIVE 


DErARTMENT OF HEALTH A HUM AN SERVICES 


JACKIE 


Otfle* ot tha Atilstanl Sacratary 
for Laoistallon 


TAB 1 


Wwhington, D.C. 20201 


MAY 1 7 2004 


The Honorable Jc^ Barton 
Chairman 

Subcommittee on Oversight and Investigations 
Committee on Energy and Commerce 
U.S. House of Representatives 
Room 2125 Rayburn Building 
Washington, D.C. 20515 

Dear Mr. Chairman: 


This letter summarizes the agreement reached between the Department of Health and 
Human Services (Department) and the U.S. House of Representatives Committee on Energy 
and Commerce Subcommittee on Oversight and investigations (Subcommittee) concerning the 
role of the Department’s attorneys with respect to voluntary interviews of Department 
employees by Subcommittee staff in the remainder-of lOS* Congress following this date. 
The agreement acknowledges the Subcommittee's right to conduct oversight investigations 
concerning matters that fall iMthin its jurisdiction, in many such cases, the E>epartment, in the 
interests of accommodating the Subcommittee's work, will voluntarily make its employees 
available for Interviews conducted by Subcommittee staff. When the Department thus 
accommodates the Subcommittee, the Department has a strong interest in providing 
appropriate Departmental representation for employees being interviewed in connection with 
activities they performed while acting within the scope of their employment by the Department. 
Also, we have found that employees want to have such representation and furthermore that 
such representation allows the Department to be responsive and helpful to the Subcommittee in 
its work. 

The Department and Subcommittee agree ttiat counsel from the Office of General 
Counsel (O.C.) from components of O.C. that do not, on a fuK-time basts, provide counsel to 
the component of the Department from which the vtfitness comes may accompany employees of 
the Department to interviews conducted by Subcommittee staff. These attorneys will attend the 
interviews in their capacity as ofticial counsel for the Department. Also, the Department agrees 
that following the interviews, counsel will not inform any Department ofticiais or employees 
about the substance of the interviews virilhout first notifying both the majority and minority 
Subcommittee staffs. 


I believe tt^at this letter fairly states our understanding. If you agree, our staffs are ready 
to discuss scheduling of interviews. 


Sincerely, 



As^stant Secretary for Legislation 



595 



tSiOrpi F,».Atii,t,nt Sicriury for LwKlition 2!IJ-fJ0-r3!B 

DEFAITMENT OF HEALTH A HUMAN 5EBVICES 


16 aXE 


T-B25 P.M2/004 F-re« 

Office the SKnstary 
The Qflneni! couneei 

Weshlngton, D.C. 20201 


lie Honorable W. J. “Billy” Tanzin 
Clhairmaa 

Conrmittee onEiiBi^and ConuBOce 
House of Rfifge s e ata iives 
Room 2125, Kerybum House Office BuQding 
WesfamgHm,D.C. 2D515 

Desrhdx. CThairman: 

Thf p\Trpn<R nf this tetter t«; to alerify ihp. m1^ Af ttiie TVpaT tment *g attnmey t wrfh Twrpwft 
mvestigatn^ m&srviews of en^Ioyees of the Food end I>nig Administiaiion (FDA) being 
cCTuiucted by tbe Subco mmi tt e e on Oversigttt and Investigadons. On March 21, 2002, you 
forwarded a letter to Dr. Lester Crawford, Dq>aty Commissioner, FDA, indicating diat the 
suMommittee is investigatmgffie conduct of ImQone Systeacs, Inc., in derveloping Eibxtux, a 
colorectal cancer drug. Your letter imted &at investigative sterviews of FDA employees would 
be sscessaiy because the subcommittiee's inqtuiy concems FDA policies and procedures 
peffinent to the ErbiUK matter; as well as odaer issues broadly related to the FDA ^proval 
process for drugs and biologies. Further, your letter specifically stated fogt arrangements could 
be made wifii foe Department’s Office of Gcoeral Counsel to provide ^'personal counser to foe 
employees bemginlervieTate^ 

Subsequently, investigative interviews wifo five FDA ciE 5 )loyees were scheduled and on April 9, 
2002, an attorn^ foom foe Dqiartment’s Office of Genera] Counsel accompanied an FDA 
eoployee to foe first of foese interviews. Prior to tbe start offoe interview, foe conmutteestBS’ 
members conductmg foe interviews q ^ a re a tly expressed some concern about foe attorney finrn 
the Departmaxt bong foere. Specifically, there seaned to be some quesrion as to foe role of tite 
attorney wrfo respect to foe interview process. While fire majmity committee staff member and 
the minority committee staS* m e mb e r opted to procee d wifo the interview, they lequestsd a letter 
firm fite 0iiq}artment e3q)laining the role of attorn^ firom the Office of Oensral Counsel with 
respect to interviews of FDA ecployees in the Eibitux matter. 

Ax the outset it is inportanc to note fost the Department recognizes that file sul^xnaznittee has 
fite tigfo m ininsdgate matters that fan within its jurisdiction and that fiiese inquiries xn^ involve 
imemewsofD^iartmeiitpBCSQnDeL Because fids inquiry involves coiuiDct of Depaitmeatt 
personnel acting within the scope of fiieir dudes, the D epai tment offer ed to npreseitt these 
individuals in fitezr penonal capacity, as provided for in your Match 21. 2002, letter. 
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||i3rQ3*:084 63:D7|» Frar-Aiiistant StcrtUry tor LwiilttiM 202-S90'?3B8 VOZS F-003/084 F-769 


Page 2 - Hie Honorable W. 1 *Silly” Tanzm 

I ^old Hke to address any ccmcetiis the subcomznitiBe 2 D 8 y have about counsd fiost the 
Department attending interviews of FDA atyloyees in feis partieolar mater. It is i mpo rtant to 
stress &at Dqianinegt attorneys re p resea l engloyees in tfaeir petsoral eqadty. Hms, 

• Department attcon^ vdu> accompany an ec^loyee of EDA to m investigative interview will not 
infimnanyDqiaitaieidofSdalsabont the substance of the interview. Pursoaotto an existing 
agreement 'wxdi &e Committee, moreover, an atmmey vdio accon^iaDies an FDA engiloyee to 
these invesligHtive interviews will not advise aiy other FDA engloyee aohedaled to be 
intsmewedofthecoznentofany prior interviews. Also, the en^loyees^io have already been 
hnsrviewed were advised of tht^ii^ to retaztt personal connsel prior to ^or intoriews. Any 
odier FDA employees v«dio are scheduled to he inteiviewed will also be advised of dimr to 

retain personal cbtZDsel. 

AddMcmal^, du Department agrees that widi respect to the inttrviews of FDA oz^c^ees in diis 
matter, no one from the EDA Office of Chief Cocpsel will r ep r es e nt an FDA enqaloyee 
thrae intervkws. 

I believe that the gtndelines set fbxdi above should address the 5Qbccaimxt^'’s concerns ^out 
Dq»rtment attorneys bang present at disse investigative interviews. Moreover, it is my 
'understanding tfwt die I have outlined are veay nmilaf to past anangements by the 

Department with, reject to interviews of FDA en^loyees in ot^ subcommittee invesd^iions. 



cc: Ihe Honorable John D. Disgell 

Ranking Member 

The Honorable James C. Greenwood 
Chairman 

•SubcommittBe on Overaght and hivesd^ons 

The Hozunable Peter Deutsch 
Ranking Member 

Subcommittee on Oversi^ and Investigations 



597 


DEPARTMENT OF HEALTH & HUMAN SERVICES 


Public Health Service 


National Institutes of Health 
Bethesda, Maryland 20892 
www.nlh.gov 


TAB 2 

NOV 2 0 2.33 

TO: IC Directors 

OD Senior Staff 

FROM: Director, NIH 

SUBJECT: Awards, Travel, and Official Duty and Outside Activity Appro vals-ACTI ON 


Congress has completed the doubling of the NIH budget, which is an expression of the priority 
given to biomedical research by the American people. It is also emblematic of the trust and 
confidence the Nation’s lawmakers have in NIH and its employees. This trust is a precious 
commodity that must be maintained through outstanding performance and strict adherence to 
ethical principles. Should the public lose faith in the ability of NIH to support excellent research 
and practice high standards of ethical behavior, the biomedical research enterprise in the United 
States will lose its momentum. 

Recently Congress and the media have been scrutinizing the implementation of ethics rules at the 
NIH. They are reviewing a wide range of activities that are allowed under Federal regulations, 
including lecture awards, outside activities, consultant arrangements, and financial holdings. 

Care must be taken to ensure that we continue to adhere to strict ethical practices and that we 
avoid the perception of conflicts of interest, even in situations where remuneration or awards are 
considered permissible. 

As you know, NIH employees cannot accept compensation from outside entities for the 
performance of activities that are part of our official responsibilities. Even in cases where we are 
permitted to accept compensation for teaching, speaking, and writing on subjects within our field 
of expertise, or to accept awards recognizing our achievements, I urge you to exercise cautious 
judgment in accepting such honors. Although the applicable rules permit us to accept these 
rewards, they also encourage us to exercise sound judgment, noting “it is never inappropriate and 
frequently prudent for an employee to decline a gift.” Each of us must ultimately assess whether 
the risk of adverse perception counsels against accepting the financial benefits associated with 
various honors. Please consider the greater good of the NIH when deciding whether to accept 
financial benefits offered in recognition of your work or public service. As the Director of NIH, I 
will not accept any financial or travel benefit offered as part of any award from an entity that 
does business with the NIH. 

Although I am confident that our system of managing conflicts of interest at NIH has been 
successful in preventing breaches of Federal ethics rules, I believe we can improve our 
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performance by subjecting ethics deliberatioiK to a more transparent process of peer review. 
Therefore, I will establish a committee to provide advice to the NTH Deputy Ethics Counselors 
on specific activities such as the acceptance of lecttire awards and consulting arrangements. This 
committee will provide NIH Deputy Ethics Counselors with valuable deliberative information to 
ensure final ethics decisions are consistent with Federal rules and avoid the perception of 
conflicts. The committee will also help NIH officials determine the appropriateness of engaging 
in activities that are not part of their official duties. 

Finally, in order to coordinate better the efforts of the ethics program staff and the Office of 
Management (OM), effective immediately, copies of approved official duty clearances (required 
by our manual issuance for all IC Directors and staff) must be attached to travel paperwork when 
it is submitted to OM for approval. Please remind your employees that timely prior approval is 
required for official duty and most outside activities prior to the start of such activities. 

Thank you for your cooperation. 
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DEPAftTMENT OFREALTH & ffUMAN SERVICES 


TAB 3 


January 12, 2004 


T-<62 P.282/0D3 F-2B6 


OffioB sf tfi8 Secrsisry 


Office ot the Gansral Counsel 
Washington. D.C. 202 D 1 


Ms. Marilyn L. Glynn 

Acting Director 

Office of Gownnnent Ethics 

1201 New Ycak Avenue, N.W.; Suite 500 

Wasiungton, PC 20005-3917 

Dear Ms. Glynn: 

I am writing to your detemimation pursuant to § 101(f) of the Ettrics in Govemmem Act 

of 197^ as ameiKied (Title 1, 5 U.S.C. App., Puh. L. No. 95-521) (hereafter “the Acf ’), that 
certain employees of the Narional histitutes ofHealrii (NIH), by virtue of their level of authority, 
should be rcquiwfd to file Public Financial Disclosure Reports (SF 278s). Specifically, I reqi^ 
that you detsnnir^ that Instxcute/Cenler (IC) Diiectois, IC Deputy Directors, 1C Scientific 
Dirratozs, and 1C gimcal Directors are of ‘‘equal classification*' to the filing posiriens that stq 
spedficaily designated in the statute by category or salary level. 

Although these determinations are appropriately evaluated on a.“case-by-case,” ratiier than a 
“class or camgoTy^’basis, the &ur identified tides arc replicated in each of the institutes and 
centers with substantially identical functions; only rite subject matter of each component’s 
medical research would be different. The Naiional Institutes of Health will endeavor to provide 
any additional infiozZDation that you require to make this determinaDoii. Inasmuch as tiiese 
fiiactinnal Tesponabilities were staffed under special authorities within Tttle 42 of tire Public 
Health Service Act, I am iafoaned that they do not have “position descriptions” as would 
normally be cjqjKSed within the civil service. Accordingly, in support of this request, and m 
order to fully d^osstxate that these roles carry particularly high levels of responsibility, similar 
to that of Senior Executive Service (SES) positions, please consider the following information 
provided by NIH: 

The NIH is presently comprised of 27 Institntes and Centers GCs). In fiscal year 2003, the NIH 
budget w^ ^7.9 billion. The senior leadership of each of the ICs manages their respective 
budget allocations, collectively identifies zn^or areas of biomedical research within the expertise 
of theiz iC sta^ establishes the research objectives and plans for their ICs, approves the 
individitel intramural research programs wjtiun the labs of the IC and the extramural research 
supported by NIH funding, and serve as liaisons to tiie media, special interest groups, high 
ranking scientific and executive officiab throughout the Departraent of Health and Human 
Servi^s and other federal agencies, and to Congress. They are, at various times, involved in 
imcsnanonal relations related to healthcare issues, and policy developinest discussioos at the 
highest levels of the Executive BiaacL 

IC Directors are appomtel by the Director. NIH, report directly to the Director, and are charged 
with fulfilling the statutory mandates establisNsd under tiie Public Health Act, Title 42 of the 
U.S. Cods. IC Directors provide overall leadership and vision to the national programs of the 
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Page 2- Marilyn L. Glyim 

NIH. ‘nay are lesponrible tor inlegratiiig kej* oatinnal and agency goals, priorities, and values 
into the inliainiiral and exteunund prograros of their ICs. Along with the NIH Directors, 

they sewe as hsy policy advisors to the Director, NIH, on issues stick as leseaich priorities, 
st ra t tr gje planning, and management 1C Diiectois regularly speak on behalf of their 
nT gani-Tflrirms before ^lecial interest the media, and naucmal and mtemational sebndSe 

eqieats. In die interest of enstxring that scientific discoveries are hanslsted as broadly as possible 
into the tools, diagiiosdcs and phazmaceuticals of die future, Ih^ aie tasked with fbsl^ing and 
Tnamtai-aing; woikmg mlations^ps vdth othsT NIH ICs dtrongh rntsr-lC xjiitiatives, and with 
developing and ftnhanerng aQiances with an r/er-widening range of stak^olders. 

The Deputy Directors of eadi of the ICs are lespcoisible for the overall management of their 
respective large and diverse extEamuial leseaich programs. Th^ develop new ^proadbes to 
funding nsseamh on innovative high priority stupes, often involving the most vulnerable 
popularions. Working wito. the Directors of tlidr ICs, are integral to toe creation of strategic 

plans tor toeir ICs. 

IC Scienrific Directors manage and coordinati; toe intramural programs of eadi of toe ICs. They 
set research, goals and priorilies, oversee toe sciotoric and tedimcal peer reviw of all intramural 
iaboratoiifis witoin to^ respective ICs, and advise the NIH in relation to agaxey-wide policies . 

IC rimiggl Directors provide scientific leadership and management for toe intramural clinical 
leseaich petfonned within the ICs and the NIH Clinical Center. They provide the inhastnicture 
needed to promote hi gfr quality studies of toe safe^- and efficacy of new and novel approaches to 
the vast axziy of human illnesses through protocol review, clinical informatics, and data and 
safety They are re^onsible for creating and maintaining research environments in 

Which clinical findings influence the direction of lab studies, and coordinate inter*IC research 
programs. 

Based upon toe hi^ level of lesponsibOity associated with each of these fundiosal titles, I 
request that you detennine that toeir roles are of equal classificarion to those specffical^ 
desi^saied in § 101 oftoeEtoics in Oovezmnent Act and, therefore, that employees holding toese 
qipoinnaeats are required to £le public financial disdosuie reports. 

Should you need any additional intonnarion or wish to discuss tois request, please contact me, at 
(202)690-7258, or Gietchen Weaver ofmy srtaf^ ai(301) 594-S166. 


Sincerely, 



Designated Agency Ethics Official 

cc: Raynard S. Kington, M.D., Ph.D„ M-BA.. 

D^tny Director, NIH; Deputy Etoics Counselor, NIH/OD 
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TAB 4 


T-4B1 P.0O2/OD3 F-STG 

Office of tfia SBcrsTsry 

Office of the Generel Counsel 
Washington, D.C. 20201 



Following consultation with the OfRce of Government Ethics (OGE), and pursuant to my 
authority as the Designated Agency Ethics Ofidcial (DAEO) under the Ethics in Govemtnent Act 
of 1978 and 5 C.F.R- Part 2638, I am directing that Deputy Ethics Counselors, supervisors and 
others who rewew and approve outside activity requests must inquire of the applicant die amount 
and type (e.g., cash, stock, or stock options) of income, compensation, fees, remuneration, 
expenses, or reimbursement that is to be received in connection with the proposed activity. 

When evaluating any previously approved, ongoing outside activity for continued compliance 
with existing law, the reviewer must also inquire retrospectively as to the cumulative amount of 
any income or other monetary receipts (including the type or method of payment) diat was 
received from the outside source in connection with the approved activity. Employees will be 
required to provide this information if they desire to have their request considered or continued, 
and a failure to do so will result in denial of the request 


The information that is collected from this review process shall be annotated in “Item Number 17” 
on the reverse of the HHS Form 520. in this manner, the data is maintained within the existing 
government-wide system of ethics records, OGE/GOVT 1 (for public filers and others) and 
OGE/GOVT 2 (for confidential filers), and is available for the routine uses therein described. 


As you know, the purpose of the prior approval process is to ensure that the proposed activity 
docs not violate any statute or regulation, including the OGE Standards, 5 C.F.R. Part, 2635, and 
the HHS supplemental ethics regulation, 5 C.FJI. Part 5501 . To that end, eliciting the dollar 
amount is relevant for dete rmining whether the compensation is so excessive or disproportionate 
to the time expentted as to suggest, for example, that public o£5ce is being usoi fixr private gzdu. 

5 C.F.R. § 2635.801(c); that the bribery or illegal gratuities statute is implicated, 18 U.S.G. § 201; 
or feat a salary supplementation for performing official duties has been proffCTed, 1 8 U.S.C. § 209. 
Moreover, non-career Senior Executive Service employees who pursue outside activities are 
subject to an annual compensation limitation, currently $23,550, under 5 C.F.R. § 2636304. 
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Page 2 - Deputy Ethics Counselor 


This change is effective immediately, and all internal agency procedure or process statements, 
policies, or manuals used within the respective operating and staff divisions for handling HFIS 
520s shall be amended to comply with this directive. Copies of these amendments shall be filed 
with the DAEO on or before February 17, 2004. 

Thank you for your cooperation in implementing diis requirement. If you have any questions. 
piease call the Ethics Division at (202) 690-7258. 

cc: Deputy General Counsels 

Associate General Counsels 
Chief Counsels, Regions I-X 



603 



DEPARTMENT OP HEALTH & HUMAN SERVICES 


Public Health Service 


National Institutes of Health 
Bethesda. Maryland 20892 
www.nih.gov 


JUL 1 7 2003 


TAB 5 


The Honorable W.J. "Billy" Tauzin 
Chairman, Committee on Energy and Commerce 
House of Representatives 
Washington, D.C. 20515 


Dear Mr. Chairman: 

The Office of the General Counsel at the Department of Health and Human Services 
prepared the enclosed legal analysis in response to the issues raised by your June 26 
letter regarding the receipt of lecture awards by NIH employees. 

I would like to meet with both you and Mr. Greenwood at your earliest convenience to 
discuss this legal analysis and work together to address your concerns about policies 
regarding NIH personnel accepting lecture awards. 


Sincerely, 



Elias A. Zerho 
Director 


iCM.D. 


Enclosure 



DEPARTMENT OF HEALTH & HUMAN SERVICES 


Public Health Service 


National institutes of Health 
Bethesda, Maryland 208S2 
vwAv.nih.gov 


JUL 1 7 2003 


The Honorable James C. Greenwood 
Chairman, Subcommittee on Oversight 
and Investigations 

Committee on Energy and Commerce 
House of Representatives 
Washington, D.C. 20515 

Dear Mr, Greenwood: 


The Office of the General Counsel at the Department of Health and Human Services 
prepared the enclosed legal analysis in response to the issues raised by your June 25 
letter regarding the receipt of lecture awards by NIH employees. 


I would like to meet with both you and Mr. Tauzin at your earliest convenience to 
discuss this legal analysis and work together to address your concerns about policies 
regarding NIH personnel accepting lecture awards. 



Enclosure 


Elias A. Zerhouni, M.D. 
Director 
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ANALYSIS OF ETHICS AND RELATED ISSUES CONCERNTNr, THF, RFrFTPT np 
LECTURE AWARDS BY NATIONAL INSTITUTES OF HEAI.TH F.MPr nvT^FS 

This analysis addresses the issues raised in a letter dated June 26, 2003, from the House 
Committee on Energy and Commerce concerning the implementation of ethics requirements 
relating to prizes or lecture awards given to National Institutes of Health (NIH) officials and 
employees in recognition of meritorious public service or achievement. 

The need to protect the public interest by ensuring that government decisions are not influenced 
by “kick badcs” or rewards for official actian is addressed principally by federal criminal stamtes 
that proscribe bribery and illegal gratuities tied to official acts, 18 U.S.C, §§ 201(b)(2) and 
201(c)(1)(B). Where an employee’s actions fall short of cri mina l conduct, the concern about 
avoiding an “appearance of impropriety” is governed by detailed ethics standards against which 
the employee’s conduct can be judged on an objective basis. 5 C.F.R, Part 2635. 

At present, no law expressly bars an agency or component head from receiving a bona fide award 
from an outside entity merely because the donor is regulated by, does or seeks to do business 
with, or seeks official action from the agency or component that the intended honoree 
administers. The statutory ban on salary supplementation, 18 U.S.C. § 209; the regulatory bar on 
the receipt of compensation for speeches related to official duties, 5 C.F.R § 2635.807; and the 
executive order that prohibits Presidential appointees to full-time, non-career positions from 
receiving “any earned income for any outside employment or activity,” E.O. 12674, § 102(a), 
(April 12, 1989), are not applicable because the Department of Justice and the Office of 
Government Ethics have determined that bona fide awards, including the cash incident to such 
awards, are to be treated as gifts in recognition of meritorious public service or achievement 
rather than as compensation or earned income for delivering the speech that is routinely expected 
of the honoree at the award presentation. 

Award Aonroval Standard . Gifts to executive branch employees are governed by 5 U.S.C. 

§ 7353, which bars the solicitation or acceptance of anything of value from persons or entities 
defrned as prohibited sources, subject to such reasonable exceptions as the supervising ethics 
office for the executive branch, by regulation, deems appropriate. The Office of Government 
Ethics implemented this statute in the Standards of Ethical Conduct for Employees of the 
Executive Branch at 5 C.F.R. Part 2635, Subpart B. These rules expressly permit employees to 
accept bona fide awards and cash incident thereto from most prohibited sources, e.g., contractors, 
grantees, regulated entities, applicants for governmental action, etc., including organizations a 
majority of whose members are of the enumerated type, provided that the award is determined by 
agency ethics officials to be part of an established program of recognition, as defined in 
regulatory criteria, 5 C.FJC § 2635,204(d)(l). This exception to the prohibited gifts rule is 
unavailable, however, if the awarding entity is a special type of prohibited source, i.e., a penon 
or entity who “has interests that may be substantially affected by the performance or 
nonperformance of the [award recipient’s] official duties." 



607 


Interpreation of the Standard . The Office of Government Ethics has not fonnally opined on the 
meaning of the above quoted phrase. Althou^ frequently cited by OGE when recounting the 
definition of a prohibited source, the phrase has not been the subject of detailed discussion. 
Commentary, where available, has tended either to elide over any distinctions among the various 
types of prohibited sources, conflate the concepts, or assume without analysis that a given donor 
had interests that could be affected substantially by the employee in discharging his official 
duties. See OGE 83 x 10 (July 26, 1983) (“you (referring to the addressee of the opinion letter) 
have stated that [the company] has interests which may be affected by the performance or 
non-performance of the duties of [the employee]") (applying mle then effective at 5 C.F.R. 

§ 735.203(e)(3) which permitted acceptance of awards for a “meritorious public contribution or 
achievement" only if offered by organizations within enumerated civic, public, or eleemosynary 
categories). Absent specific OGE guidance, the interpretation utilized within the Department 
was premised on a detailed, internal analysis of the regulatory text, the substance of which is 
recounted below. 

History and Analysis of Regulatory Text The language currently found in the prohibited source 
definition at 5 C.F.R, § 2635.203(d)(4) and the awards exception at 5 C.F.R. § 2635.204(d)(1) 
can be traced to § 201(a)(3) of E.O. 1 1222 (May 11, 1965), the predecessor to E.O. 12674. The 
Ciyil Service Commission issued implementing regulations that incorporated the phrase in a 
prohibited gifts rule then codified at 5 C.F.R. § 735.202. When E.O. 12674 supplanted the 
Johnson Administration directive m 1989, the same phrase was carried forward in § 101(d) of the 
order and used by Congress in drafting the provisions of the gift statute, 5 U.S.C. § 7353. The 
OGE Standards at5 C.F.R- § 263 5.203(d) (1992) again restated the phrase by defining a 
“prohibited source” to include a person or entity who “has interests that may be substantially 
affected by the performance or nonperformance of the employee’s official duties." 

When drafting the bona fide awards rule for the 1992 executive branch-wide standards, OGE 
rejected the ^proach taken in the earlier conduct regulations which permitted acceptance of 
awards only from “a charitable, religious, professional, social, fraternal, nonprofit educational, 
recreational, public service, or civic organization." 5 C.F.R. § 735.203(e)(3) (1991). The new 
OGE Standards were designed to allow acceptance of all bona fide awards offered under an 
established program of recognition for meritorious public service or achievement, provided that 
the donor does not have “interests that may be substantially affected by the performance or 
nonperformance of the [award recipient’s] official duties." 

Without realizing that this provision contextually is an exception to a ban on gifts from 
prohibited sources, the reader might assume, after a cursory exaimnation, that the prohibition on 
receiving awards from entities that have “interests that may be substantially affected by the 
performance or nonperforraanoe of the employee's official duties" means that federal employees 
carmot accept bona fide awards from contractors, gtanlees, and regulated entities that have 
matters pending before their agency. As a matter of semantic logic, however, this is not the rale 
that OGE promulgated. Interpreting the quoted phrase simply to equate “those persons who have 
interests that the award recipient can affect substantially, "on the one hand, with “contractors. 
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grantees, and regulated entities,” on the other, would yield the tautological formulation that an 
employee is peimitted to accept an award from a “prohibited source,” provided that it is not from 
a “prohibited source." The caveat to the exception to the prohibition perforce must have a 
different meaning. 

To ascribe meaning to the provision and avoid the tautology, an entity that "has interests that may 
be substantially affected by the performance or nonperformance of the etr^rloyee's official duties" 
must be a special type of prohibited source, i.e., one that poses potentially severe appearance 
problems, not one that merely is seeking official action by, docs business or seeks to do business 
with, or conducts activities regulated by the employee’s agency. 

In assessing whether the award donor is the special type of prohibited source, a parsing of the 
regulatory text suggests several inquiries. First, from the use of the present tense verb in the 
phrase "has interests," one may infer that the intended award recipient must ascertain whether, at 
the time of the acceptance of the award, the offeror then presently has any interests arising out of 
pending controversies or other matters, beyond the general fact that the entity receives grants or 
contracts or is regulated by the agency. In essence, the regulation suggests a temporal qualifier. 
Drawing on the parallel provision governing honorary degrees, timing would appear to be a 
significant factor. See 5 C.F.R. § 2635.204(d)(2) (honorary degree from a university may be 
accepted if the timing of the award of the degree would not cause a reasonable person to question 
the employee's impartiality in a matter affecting the institution). The text suggests a bright line, 
snap shot focus on the situation at the time of acceptance of the award. If the offeror had pending 
matters in the past and may have them in the future, then the offeror would simply be a "garden 
variety" prohibited source from which bona fide awards legitimately could be accepted. 

Given the otherwise circular logic of a contrary intcipretation, the text leads one to conclude that 
the rule forbids bona fide awards in circumstances where there is "something on the official's 
plate," e.g., where grant application papers are on the desk for approval, or allegations of 
impropriety have arisen and the official must decide to order an investigation. Awards tendered 
when the official knows, or has reason to believe, that such matters arc pending elsewhere in the 
agency, but will reach his or her "in-box" in the reasonably foreseeable future, would be similarly 
proscribed. Conversely, mere speculation that such matters might arise in the future would 
appear insufficient to bar the award. 

The next inquiry suggested by the regulatory text involves the nature of the employee's official 
duties. The phrase refers to entities that have interests that may be substantially affected by the 
performance or nonperformance of the employee's official duties. The rule is not drafted so as to 
refer to entities that have interests that may be substantially affected by matters to which the 
employee is assigned or for which the employee has ofificial responsibility. Thus, to ascertain 
whether the award recipient can substantially affect a pending matter through action or omission 
(as opposed to merely possessing ultimate authority), the reviewer would inquire whether the 
duties of the position nonnally encompass handling the types of matters that are pending? For 
example, a key question would be whether final sign-off authority on a pending grant application 
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previously had been assigned to another agency ofBcial undCT a pre-existing delegation. If, as an 
organizational matter, the intended award recipient normally is uninvolved in the quotidian 
details of grants administration, then the pendency of a grant matter within the agency would 
render the donor a mere “prohibited source" as to the intended award recipient (An employee 
would not be permitted, of course, to accept an award if the employee, after learning of the 
award, purposely delegated or reassigned work to avoid responsibility for the pending matter.) 

The regulatory language also requires an assessment whether the actual exercise of the official 
duties assigned to the position would substantially affect the identified pending interests of tlie 
award donor. For example, ministerial acts carrying out decisions mandated by law or 
effeemating conqrleted decisiotrs made by others or rendered prior to tender of the award might 
not be deemed by themselves to have affected substantially the resolution of a pending matter. 

On the other hand, actually making the final decision, no matter how perfunctory the review, 
would be of significance to the matter. Moreover, in order to "substantially affect" the offeror’s 
interests, the text suggests that an employee's exercise of assigned duties must have more than a 
de minimis impact on the interest involved. For example, a decision on a general regulation that 
modestly increases paperwork for all grantees might not have a substantial impact on any one 
grantee, depending on all the circumstances. 

Status or Position . The inquiries suggested by the regulatory text apply equally to all employees. 
The text does not appear to warrant applying a different rule for agency or operating division 
heads. The Office of Government Ethics, as the author of the regulation, clearly knew how to 
treat certain classes of employees differently, often by employing extremely complex definitional 
criteria (e.g., outside earned income limitations in 5 C.F.R. § 2636.303 arc expressly applicable 
to Presidential appointees in positions classified above GS-15 of the General Schedule or, in the 
case of positions not under the General Schedule, for which the rate of basic pay is equal to or 
greater than 120 percent of the mini mum rate of basic pay for GS-15, that are either 
(1) appointees paid under the Executive Schedule, 5 U.S.C. §§ 531 1-5318; (2) non-career 
appointees to the Senior Executive Service; or (3) confidential or policy-making Schedule C 
equivalents; see also 5 C.F.R. § 2641.201 which defines “senior" and “very senior” employees 
forpuiposes of the post-employment prohibition, I8U.S.C. § 207, on representational contacts 
to the employee’s former agency, known as the one-year “cooling-off” period). Given that the 
awards rule is not similarly crafted, the omission of any qualifying language relating to status or 
position has interpretive significance. See Rusello v. United States, 464 U.S. 16, 23 (1983), 
citing United States v. Wong Kim Bo, 472 F.2d 720, 722 (5th Cir. 1 972) (“where Congress [or 
other legislative or regulatory body] includes particular language in one section of a statute [or 
regulation] but omits it in another section of the same [law], it is generally presumed that (the 
drafter] acts intentionally and purposely in the disparate inclusion or exclusion”). 

One example that demonstrates an application of the awards rule is that employees in a division 
or unit of an agency whose official duties arc not concerned with grants could accept a bona fide 
award fiom a grantee, albeit a prohibited source as to the agency as a whole, because their 
assigned work will have no impact on the grantee. However, nothing in the regulatory text 
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suggests that this situation is the only one to whidi hie awards exception would apply. 

Moreover, because the employees in this example do not have ofiicial responsibility for grants as 
a general proposition, there never would be a circumstance in which a grant matter would be 
placed before them for deliberation. Thus, the example provides no interpretive assistance in 
resolving the fundamental dichotomy between a view that equates the dispositive phrase witli the 
mere possession of superintending responsibility for matters handled by others and an 
interpretation, based on the foregoing analysis of the regulatory text, that inquires whether the 
employee aomally, rather than derivatively throu^ status or position, has matters pending before 
him for imminent disposition. 

Without recapitulating the circular nature of the former interpretation, it suffices in support of the 
latter to underscore that if OGE had intended to write a mle that prohibited agency or component 
heads fiom receiving awards from entities that have, or may have, matters pending under their 
official responsibility, either individually or before subordinates, it need have looked no further 
for operative language than its own regulations implementing the predecessor to 18 U.S.C. 

§ 207(a)(2), the two-year “official responsibility" ban on post-employment representation, and 
the definitions in 18 U.S.C. § 202. See 5 C.F.R. § 2637.202(b) (“official responsibility” is 
defined as “the direct adtttinistrative or operating authority, whether intermediate or final, and 
either exercisable alone or with others, and either personally or through subordinates, to approve, 
disapprove, or otherwise direct Government actions”) . 

Nobel Prize Paradigm . An example in the OGE Standards following 5 C.F.R. § 2635.204(d)(1) 
is often cited for the basic proposition that bona fide awards can be accepted by federal 
employees: 

Example 1: Based on a determination by an agency ethics official that the prize 
meets the criteria set forth in § 263S.204(d)(l), an employee of the National 
Institutes of Health may accept the Nobel Prize for Medicine, including the cash 
award which accompanies the prize, even though the prize was conferred on the 
basis of laboratory work performed at NIH. 

In the context of evaluating awards tendered by prohibited sources, this example provides no 
interpretive assistance. Rarely, if ever, would the Nobel Foundation have matters pending before 
the NIH or any other agency of the United States Government, The import of the example is 
twofold: (1) to demonstrate that a monetary award can be accepted by the NIH employee even 
though medical research and science are, in a broad sense of the word, “interests” of the Nobel 
Selection Committee which ate affected by his work; and (2) to emphasize that bona fide awards 
that are tied directly to accomplishments in the federal workplace are permissible gifts and not 
compensation, within the meaning of the salary supplementation ban, 18 U.S.C. § 209, for 
services rendered to the NIH. 

Appearance of Improoriety . Recourse to the aspirational principle that employees shall endeavor 
to avoid even the appearance of impropriety, enunciated in E.O. 12734, § lOl(n), and restated in 
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the OGE Standards at 5 C.F.R. § 2635.101(b)(14), is equally unavailing for interpretive purposes. 
The awards exception to the prohibited gifts rules, like the other exceptions contained in 5 C.F.R. 
§ 2635204, was drafted by OGE in such a way that “the exception itself addresses major 
appearance concerns.” 57 Fed. Reg. 35006. 35012 (August 7, 1992). Some may consider it 
imprudent-as a matter of personal moral standards or simply to avoid an adverse “perception’’ 
under the often cited “front page of the Washington Posf test-to accept an award offered by a 
prohibited source. Nevertheless, according to OGE, acceptance of a bona fide award under the 
exception is “deemed not to violate” the ethical principles upon which the Standards arc 
premised, including appearances. 5 C.F.R § 2635.204. The unpetus for drafting detailed, even 
admittedly legalistic, conduct rules was precisely to place reasonable and intelligible limits on the 
potentially boundless scope of an “appearance” sundard that invites inconsistent and subjective 
interpretation. 

Awards Form . The interpretation and evaluative factors discussed above for determining 
whether an awarding entity “has interests that may be substantially affected by the performance 
or nonpaffotinance of the [award recipient’s] officials duties” were disseminated department- 
wide to the Deputy Ethics Counselors in the operating divisions and other agency components in 
199S. An award ^roval form was developed which: (1) educates potential award recipients 
concerning the applicable law; (2) places a burden on the applicant to evaluate seriously those 
matters that are pending before him; (3) requires the applicant to attest to the factual 
circumstances at issue; (4) focuses the attention of the reviewers to each element of the 
regulatory requirements; and (5) provides written documentation of the disposition of the 
approval request. 

To the extent that the approval form leads one to conclude that awards are permitted solely on 
self-certification, that impression is inconcct. Ethics officials evaluate the criteria within their 
purview on a case-by-case basis. However, it would be impractical for reviewers in effect to 
“look over the shoulder” and “cast an eye” on the desk of eveiy award applicant to learn at any 
given moment what assignments or maners were before them. Accordingly, the foim does rely 
to a signifreant degree on the applicant’s trutbftilness and good faith. Absent a significant 
increase in administrative resources for agency ethics programs, this procedure would appear to 
be the only alternative. 

Safe Harbor . Turning specifically to Dr. Richard Klausner’s situation, he was individually 
advised of the facton used to evaluate whether the awarding entity "has interests that may be 
substantially affeaed by the perfoimance or nonperformance of [his] official duties." On each 
awards form, he attested to the fact that no such matteis were pending at the time of the award or 
in die foreseeable future, in making his certification, he would have been permitted to rely on the 
interpretive factors disseminated within the Department. The fact that Dr. Klausner presided 
over a grant-making entity in and of itself would not have been disqualifying under the 
interpretation rendered at that time. Unless Dr. Kiausner was untruthful or failed to disclose to 
die ethics officials all relevant circumstances, the award approval by the Designated Agency 
Ethics Official (DAEO) or the DAEO's authorized representatives provides a safe harbor under 


6 



612 


wfaicli Dr. Klausner could not be disciplined, were he an employee, or otherwise be deemed to 
have violated the ethics rules. 5 C.F.^ § 2635.107(b). 

Recusal . Recusals can be required if there is an actual conflict of interest under the criminal 
statute, 18 U.S.C. § 208, or an “appearance of a conflict” resulting from, inter alia, a “covered 
relationship," as defined in the impartiality standard, 5 C.F.R § 2635.502. In the award 
situation, an employee arguably has a financial interest in receiving the money incident to the 
award. However, given the donative, as opposed to contractual, context, the prospective award 
recipient may not have a legal right to the ftinds that is sufficient to create a financial interest 
within the meaning of section 208. Nevertheless, assuming for purposes of argument that the 
statute applies, a recusal obligation would arise only with respect to official participation in a 
particular matter that would directly and predictably affect the ability of the donor to meet its 
financial co mmi tment to pay the funds. Rarely would such a matter exist; essentially, the matter 
would have to send the donor into bankruptcy for the recusal to apply. Accordingly, the criminal 
conflict of interest stamte generally is not implicated in the awards context 

The employee’s interest in receiving an approved monetary award, however, does create a 
“covered relationship” with the awarding entity within the meaning of 5 C.F.R. §§ 2635.502(a) 
and (b)(l)(i) (a financial relationship that involves other than a routine commercial transaction). 
During the pendency of any outstanding payments or travel reimbursement that arc incident to 
the award, employees are required to recuse from official participation in any particular matter 
involving specific parties in which the awarding entity is a party or represents a party, if a 
reasonable person with knowledge of the relevant facts likely would question the employee’s 
impartiality in the matter. Notably, this recusal obligation applies only to “specific party 
matters," such as contracts, grants, audits, investigations, lawsuits, or simitar matters that involve 
identified parties, and not to “particular matters of general applicability,” such as legislation, 
regulations, policies, or other general matters that are focused on the interests of a discrete and 
identifiable class of persons. Moreover, the recusal obUgation exists only during the pendency of 
the "covered relationship" that initially engendered the disqualification. Recusals triggered by 
awards last only from the time the employee receives notification of the award until such time as 
any and all financial transactions associated with the award are completed. Receiving an award 
and delivering a speech at the event do not constitute employment or consultation and hence do 
not create a “covered relationship" within the meaning of 5 C.F.R § 2635.S02(b)(l)(iv), the 
provision that imposes a one year retrospective inquiry when determining the duration of a 
recusal as to specific party matters involving only the relationships enumerated therein. In other 
words, there is no legal basis to impose a one year recusal following the receipt of an award. 

As noted previously, by regulation, employees do have a narrow recusal obligation as to specific 
party matters involving the donor as a party or party representative during the pendency of the 
award. Employees may choose to memorialize in writing their obhgation to disqualify 
themselves from certain matters. Recusal documents executed by federal officers or employees 
do not represent “a dmis sions” by those employees that matters involving the entity named therein 
are presently pending before the signatory, and they should not be interpreted as such. Recusal 
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memoianda represeat oaly an employee’s written memorialization of his obligation to recuse. 
There is no requirement that such writing be prqsared. See 5 C.F.R. § 2635.402(c) 
(“disqualification is satisfied by not participating in the particular matter"). Rather, certain 
employees choose to prepare recusal memoranda for two basic purposes: (1) to communicate to 
stafiF that if matters involving or affecting the named entity arise that normally would come to the 
signing official, they should be diverted to an alternate; and (2) to alert the official who would 
instead receive the matter (but who, otherwise, would not) as to the basis for the change in 
processing so that government business is not delayed unnecessarily. To avoid confusion and 
delay, and for the protection of the employee and the integrity of agency programs and 
operations, an employee's obligation to recuse is addressed, to the extent possible, before matters 
arise. 


Travel . Under the authority of 31 U.S.C. § 1353 and the implementing regulations of the 
General Services Administration (GSA), 41 C.F.R. Part 304-1 (citations are to regulations in 
effect prior to June 16, 2003, when the new “plain English" version codified at 41 CT.R. Parts 
304-1 through 304-9 became effective; see 68 Fed. Reg. 12602), agencies are permitted to accept 
payment fiom a non-federal sorrrce for the travel, subsistence, and related expenses of a 
government official to attend, while in travel status, “any meeting or similar function relating to 
the official duties of the employee." 41 C.F.R, § 304-1.2. Meetings and similar functions are 
defined to include “[a]n event at which the employee will receive an award or honorary degree, 
which is in recognition of meritorious pubUc service that is related to the employee’s official 
duties, and which may be accepted by the employee consistent with the standards of conduct 
regulation.” 41 CJ.R. § 304-1.2(c)(3)(iii). 

Although an award is based on individual achievement and considered a personal gift governed 
by the OGE Standards, any travel benefits associated with the award that are provided by non- 
federal sources to the agency under authority of 31 U.S.C. § 13S3-whether provided in kind or 
through reimbursement-are deemed gifts to the agency and not to the employee personally. As 
such, acceptance of travel, lodging, meals, and other subsistence expenses from non-federal 
sources are subrrtitted for advance approval on an HHS Form 348. The Department reports these 
payments on a semi-armual basis to OGE. 41 C.F.R. § 304-1.9. Employees who file financial 
disclosure reports are obligated only to report travel gifts and reimbursements personally 
received by them during the reporting period. Where, as may be the case of official travel to an 
award event, the agency accepts die payment, employees are not requited to disclose separately 
the reimbursement on their own financial disclosure reports. See 5 C.F.R.§ 2634.105(n)(3) note 
and § 2634.304(c). 

Agencies generally are required to assess whether acceptance of a non-federal source payment for 
travel would cause an informed, reasonable person to question the integrity of agency programs 
or operations. This analysis is guided by a non-exclusive list of relevant considerations, such as 
(1) ffie monetary value and character of the tendered benefits; (2) the identity of the parties; 

(3) the nature and sensitivity of any pending matter affecting the interests of the payor; and 

(4) the significance of the traveling employee’s role in the matter. 4 1 C.F.R. § 304-1 .5. When 


8 



614 


fliis regulation was initially promulgated, GSA specified in the explanatory preamble that the rule 
was not intended to bar agency acceptance of payment from non-federal sources merely because 
such entities were “prohibited sources" within the meaning of the OGE Standards applicable to 
gifts to employees. 57 Fed. Reg. 53283, 53286 (November 9, 1992). Rather, the rule was meant 
to preclude agency acceptance of travel reimbnrsement from a contractor, grantee, or regulated 
entity when a request for agency action or other matter involving that entity as a party is pending 
and the traveler is the very official before whom the matter is lodged for disposition. Id. Thus, 
the GSA travel reimbursement rule evaluates whether the traveling employee’s actual exercise of 
official authority with respect to an extant matter involving the payor is sufficiently proximate in 
time and organizational location within the agency decision-making process to warrant denial of 
the reimbursement. This analysis is similar to that under the awards rule, but it is more 
permissive in that acceptance is precluded only when those pending matters are of the “specific 
party” variety and involve the payor as a party. 

The comments section to the GSA rulemaking document contains several examples that illustrate 
the various distinctions in the travel reimbursement context: 

[W]e did not amend the mles to prohibit acceptance of pajment from a 
“prohibited source,” as suggested by at least one comment. ... In the case of 
official travel that the agency determines to be in furtherance of its mission, we do 
not believe that acceptance of payment should be precluded solely on the basis 
that the non-Federal source seeks official action on some matter from someone at 
the agency. Thus, in cormection with an Army Assistant Secretary’s speech on the 
topic of reductions in force, given at an Army contractors’eonvention, we do not 
believe that the agency’s acceptance of payment from the contractor should be 
precluded solely because the non-Federal source happens to have a contract with 
some component of the Army. ... [P]ayment [should not be accepted] from the 
company if the Assistant Secretary was then serving as the source selection 
official for a procurement involving that contractor as a competitor. ... On the 
other hand, it might be appropriate for the National Instimtes of Health to accept a 
large pharmaceutical association’s offer to fund a scientist’s trip to a conference 
on AIDS even if the scientist was at the time performing experiments in relation 
to a promising new drag developed by a company that belongs to the association. 
Similarly, acceptance of payment from a tracking industry association might be 
authorized in the case of a Department of Transportation attorney who is asked to 
address the association concerning the interpretation of a regulation that he/she 
drafted and that is applicable to the entire industry. 

57 Fed. Reg. 53286-53287. 

The GSA regulations also expressly provide that “nothing in ... part [304-1] prohibits an agency 
or employee from accepting payment ... when consistent with the applicable standards of ethical 
conduct regulation concerning personal acceptance of gifts ’’ 41 C.F.R. § 304-1. 8(a). 
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Accordingly, if the awards rule in the OGE Standards permits the employee to accept the 
underlying honor and monetary reward, then the agency derivatively may accept the travel- 
related benefits incident thereto, without the need to evaluate separately the factors specified in 
section 304-1.5 (although the analysis required under the latter cited rule parallels that of the 
former to a significant degree). 

In the case of lecture awards offered to NH officials based upon their meritorious public service 
or other achievement, their receipt of the award and participation in the award event is, as noted 
in the travel reimbursement regulations, deemed to be related to their official duties. This nexus 
or “relatedness” permits agencies to authorize the honoree to attend in a government travel status 
and, when delivering the lecture, to speak in his or her official capacity about agency business. 
Although the honor and any money incident to the award are personal in nature and premised on 
meritorious public service or achievement already accomplished, the travel rule recognizes that 
the award lecture provides an opportunity for the dissemination of an official message to 
appropriate audiences. 

Interpretative Options . The issue of whether the awards rule could be interpreted differently to 
apply a more rigorous standard for future application to agency or component heads ultimately is 
a matter for OGE deUberation. Given the cancetrjs raised about this issue, OGE may weU choose 
a different approach. Neither the Department nor NIH can resolve defirutively the interpretive 
issue posed. By way of background, the relevant authorities and jurisdiction are recounted 
below. 

Following recotrrmendations of the President's Commission on Federal Ethics Law Reform, 
President George H. W. Bush issued the seminal ethics directive, E.O. 12674, that established the 
fiamework for evaluating the conduct of federal employees. The Office of Government Ethics 
was ordered to formulate a uniform set of ethical standards for the entire executive branch, 
thereby preempting the field of agency regulation of employee conduct The Sta nd a r ds of Ethical 
Conduct for Employees of the Executive Branch, 5 C.F.R Part 2635, promulgated on August 7, 
1992, and made effective on February 3, 1993, were the result 

Federal departments and agencies were authorized to issue, jointly with OGE ^proval, 
supplemental ethics regulations to establish prior approval procedures for outside activities, to 
impose prohibited financial holdings requirements, and to address ethics issues unique to the 
programs and operations of the respective agencies. However, to ensure executive branch 
uniformity with respect to the cote ethics requirements, OGE does not permit agencies 
unilaterally to impose ethics requirements that are more restrictive than the OGE Standards. For 
example, ffie OGE gift rules provide that an employee can accept a gift from a prohibited source 
valued at $20 or less. The Department and NIH are bound by this exception and cannot impose 
an inconsistent policy that reduces the dollar threshold to zero if the Department or NIH were so 
inclined. In assessing the propriety of accepting awards ffom an outside source, both the 
Department and NIH are similarly required to implement the OGE rales as interpreted by duly 
authorized ethics officials, until such time as OGE revises the regulation or provides definitive 
guidance. 
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Although instituting an NIH policy banning “lecture awards” per se might have the salutary 
effect of removing any perception whatsoever that die recipient has been or may be influenced by 
the donor, agencies are not peimitted to proMbit that which the OGE Standards may permit. 
Moreover, even if NIH were afforded such latitude, the costs in terms of recruitment and 
retention of eminent scientists at the NIH may be considerable. NIH scientists assert an 
important governmental interest in receiving recognition for contributions to medical research or 
other meritorious public service or achievement and in being offered the opportunity to deliver 
prestigious lectures associated with these honors. Apaff from employee morale, the enhanced 
credibility and standing of NIH scientists before their peers in academia advances considerably 
the interests of the Government in demonstrating leadership in scientific research, disseminating 
critical information to appropriate audiences, and attracting the most qualified scientists to public 
service. That monetary stipends attach to many lecture awards is considered a recognized and 
permitted practice within the research community. 

Prudential Concerns . That said, as the OGE gift rules cogently state, “[e] ven though acceptance 
of a gift may be permitted by one of the exceptions ..., it is never in^propriate and frequently 
prudent for an employee to decline a gift offered by a prohibited source or because of his official 
position.” 5 C.FJt, 2635.204. The various awards for Dr. Klausnerwere approved, either under 
the signatures of the DAEO or those of Deputy Ethics Officials acting under his authority. The 
approvals were based on factual information, to which the applicant attested, regarding whether 
matters involving the donor were presently or imminently before the ^plicant for disposition. 
Supporting documentation, as appropriate, was reviewed to verify that the awards, were made “as 
part of an established program of recognition: (1) under which awards have been made on a 
regular basis or which is funded, wholly or in part, to ensure its continuation on a regular basis; 
and (2) under which selection of award recipients is made pursuant to written standards [or a 
selection corrrmittee]. 5 C.F.R. § 2635.204(d)(1) (the bracketed phrase is an interpretive gloss 
approved by OGE whereby the evaluation of candidates by a selection committee may provide 
the fimctional equivalent of written standards). The reviewers approved awards in technical 
compliance with the criteria and in accordance with the extant legal interpretation inasmuch as 
employees have the right to have their conduct judged against objective criteria. Dr. Klausner 
was counseled concerning the precise legal namre of the approval. Employees are routinely 
advised whether their proposed conduct is legally permissible, but each individual remains 
ultimately responsible for assessing whether adverse public perception or the potential for 
controversy would counsel against accepting that which the law may permit. 


July 11,2003 
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DEF ARTMINT Of HEALTH A HUMAN SERVICES 


Pubiis Health Service 


« file Netionsl institute* of Hetlth 

TA1> D ^ ^ Netlonel C«ncBf institute 

^ Betheede, Msrylind 20882 


Oca)ber 1, 1996 ~ 

10: Rkhard Kiausncr, M.D., Director, NCI 

FROM: Maureen O. "Wilson, Ph.D., Deputy Ethics Counselor. NCI 

SUBJECT: Recommendation Regarding the Dickson Prize 

I have reviewed t)K situation surrounding the Dickson Prize offered the University of 
Pittsburgh and addressed to you as Chief. Cell Biology and Metabolism Branch. NICHD. 
It is ray recommendation that you decline acceptance of the award based on the reasons 
below. 

The University of Pittsburgh is a gnmtee, contractor and cooperative group trial 
participant funded by the NCI. Under these circumstances , ttii University is clearly a 
prohibited source as defined by the Office of Government Ethics Standards of Conduct at 
5 CFR 2635.203 (d): 

..any person who.- 

(1) Is seeking official action by the agency: 

(2) Does business or seeks to do business with the agency: 

(3) Conducts activities regulated by the agency; 

(4) Has interests that may be affected by the performance or nonperfor- 
mance of the employee’s official duties: 

This is reafltoed in the Supplemental Standards of Conduct for Employees of the 
Depaitmem of Health and Human Services issued July 30. 1996 at 5 CFR 5S01.102 
which redefines prohibited sources to represent those persons or organizations doing 
business at the NIH level. The NIH Manual 2300-735-4 on" Outside Work. Financial 
Interest and Related Activities.* also clearly states that it is NIH polity not to accept 
awards from organizations, the interests of which may be affected by the performance or 
non-pcrfonnance of an cmpltyee's official duiics. 

Although you. as Director. NCI. do not actually sign either grants or contracts, you are 
the ultimate responsible party for all of the Institute's acfiviiies, unless you have 
disqualified yourself from matters involving a specific parry. Because the Insiiruie is 
currently a co-defendant with the University in a suit brought by Dr. Bernard Fisher, it 
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Page 2 - Richard Klausner, M.D. 

would be inappropriate for you to be disqualified from dealing with tlw University of 
Pittsburgh. Thei^te, it is difficult for you to accept the award in your official capacity 
and it is clearly inappropriate for you to accept the award as an outside or personal 
activity as the University both does business with us and is seeking aaion from \hs 
Institute and thus, from you as iu director. 


Maureen O. Vdson, Ph.D. 


cc; Dr. Kicschstein, Deputy Director and DEC, OD, NIH 
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TAB 7 


National Institutes of Health 


Maarcca O. WiImb, Fh.D. 
Assistaal INrettor 
Dc|Nity E!iiicsC»BMir!er 
NCI.NIH.DHHS 
3 1 Center Drive 
Building 3 1 , Room 3A 1 8 
Bethesda, Maiyiarwi 20892*2440 
Phone; 30M96-U48 
FAX; 301-402-1508 
wi1sonni@Tail.nih.cov 


August 20, 2003 
MEMORANDUM 


TO: Anna Barker, Ph.D. 

Deputy Director for Strategic Initiatives, NCI, NIH, DHHS 

FROM: Maureen O. Wilson, Ph.D. 

Deputy Ethics Counselor, NCI, NIH, DHHS 

SUBJECT: Conflict of Interest Review: Lance Liotta, M.D./HHS-520 Biospect 


ISSUE 


The purpose of this memorandum is advise your office regarding any real or apparent conflict of 
interest with Dr. Liotta’s duties and responsibilities in regard to CRADA 01403 with Correlogic 
Systems, Inc., that may created by his personal financial interests in a approved outside consulting 
relationship with Biospect Inc. 

DISCUSSION 

The Department of Health and Human Services Supplements lo the Office of Government Ethics 
Standards of Ethical Conduct for Employees of the Executive Branch requires that approval be 
granted in response to a request for outside employment activity under the following conditions: 

1 . The request is submitted prior to the beginning of such an activity; and 

2. Unless it is determined the outside employment activity or other outside activity is 
expected to involve conduct prohibited by statute or Federal regulation. * 


In considering the statutory and regulatory aspects of Dr. Liotta’s request to consult for Biospect, it 
first must be determined whether the activity constitutes a compensated professional outside 


*5 CFR § 5501.106(d)(4) Slandard for Approval. Approval shall be granted unless it is delennined lhat 
the outside en^ioyment or other outside activity is expected to involve conduct prohibited by statute or Federal 
regulation, including 5 CFR part 2635 and this part (5 CFR Part 5501), 
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employment related to the preparation of grant s^piications or contract proposals of other reports 
of documents intended for submission to HHS ^ or employment in HHS-funded activities.^ Since 
the nature of the consultative services requested are limited in the request, deemed to be purely 
advisory to Biospect, and unrelated any HHS matter, these consultative services do not violate 
regulation at 5 CFR § 5501.106. 

5 § 2635.802 requires that outside employment not conflict with an employee’s official 

duties. 5 CFR 2635.807 requires that such employment not deal in significant part with “any 
matter to which the employee presently is assigned or to which the employee had been assigned 
during the previous one year period". Senior scientific staff, Dr. J. Carl Barrett, Director, Center 
for Cancer Research (CCR), NCI, NIH, has confirmed that the work contemplated by Biospect 
consultancy was and continues to be separate and distinct fi'om Dr. Liotta’s official duties under 
the Coirelogic Systems CRAD A. Further, Dr. Douglas Lowy determined in December of 2002 and 
Dr. Barrett has reconfiimed that Dr. Liotta could and can continue to be disqualified from all 
matter that would affect Biospect in his official duty capacity without diminishing his usefulness 
to the government.^ The Biospect consulting activity was approved on December 1 7, 2002, as 
satisfying these conditions; re-review of the activity by Dr. Barrett has reached the same 
conclusions (See attachment). 

Further, this office, review of Dr. Liotta’s personal financial relationship with Biospect for inherent 
conflict of interest with his official duties involving Correlogic Systems, finds the conditions 
required for such conflict, as defined under 1 8 USC 208(a), are not met. Conflict of interest exists 
when an employee engages, as part of his official duties, in a particular matter in which: 

...he, his spouse, minor child, partner, organization in which he is serving as officer, 
director, trustee, partner or employee, or any person organization which whom is 
negotiating or has any arrangement concerning prospective employment, has a financial 
interest. 

Under contract signed with Biospect, Dr. Liotta is explicitly named as a consultant and not 
considered an employee. Biospect is not a party to the Correlogic Systems CRADA nor does it 
have a financial interest, as defined by statute, in the CRADA. Hence, there can be no statutory 


^5 CFR § 5501.106(c)(1) An employee shall not provide consultative or professional services, for 
con^nsation, to or on behalf of any other person to prepare, or assist in the preparation of, any grant application, 
contract proposal, program report, or other document intended for submission to HHS. 

^5 CFR § 550I.106(cX2) An employee shall not, for compensation, engage in employment, as defined in 5 
CFR § 2635.602(a), with respect to a particular activity funded by an HHS grant, contract, cooperative agreement, 
cooperative research and development agreement, or other funding mechanism authorized by statute. 

"*5 CFR 2635.802 An cn^loyee shall not engage in outside employment or any other outside activity that 
conflicts with his official duties...if it would require the employee's disqualification from matters so central or 
critical to the performance of his official duties that the employee’s ability to perform the duties of his position 
would be materially impaired. 
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conflict of interest found between Dr. Liotta’s outside employment with Biospect and his official 
duties involving Correlogic Systems. 

Regulatory appearance of conflict of interest requires that a Federal employee be personally and 
substantially involved in his official capacity, in a particular matter, involving specific parties with 
whom he has a covered relationship. A covered relationship is defined at 5 CFR 2635.502(b) to be 
a personal relationship with: 

1. A person, other than a prospective empioyer...with whom the employee has..a 
business, contractual or other financial relationship that involves other than a 
routine consumer transaction; 

2. A person who is member of the employee's household, or is a relative with whom 
the employee has a close persona! relationship; 

3. A person for whom the employee’s spouse parent or dependent child is, to the 
empio>^e’s knowledge, serving, or seeking to serve as an officer, director, trustee, 
general partner, agent, attorney, consultant contractor or employee; 

4. A person for whom the employee has, within the last year served as officer, director, 
trustee, general partner, agent, attorney, consultant, contractor or employee; 

5. An organization.. .in which the employee is an active participant. 

Biospect is not a party to the Correlogic Systems CRADA; none of Dr. Liotta’s relatives or 
membeis of his household are involved in the CRADA; none of the aforementioned are serving or 
seeking to serve as employee, etc. for Correlogic; Dr. Liotta is not an active participant, other then 
in his Federal capacity, to the Correlogic CRADA; and he has not served, except in his official 
capacity, as a consultant for Correlogic Systems. There is no apparent conflict of interest inherent 
in Dr. Liotta’s participation in the Correlogic Systems CRADA 

CONCLUSIONS : 

There is neither statutory conflict of interest nor appearance of conflict of interest found between 
Dr. Liotta’s personal financial interests embodied by his paid Biospect consultancy and his official 
duties relating to the Correlogic’s Systems CRADA. However, because the issue of Dr. Liotta’s 
ability to be impartial with regard to the Correlogic Systems CRADA, has been raised. Federal 
procedure requires that the following factors also be taken into consideration: 

1 . The nature of the relationship involved; 

2. The effect that resolution of the matter would have upon the financial interest of the 
person involved in the relationship; 

3. The nature and importance of the employee’s role in the matter, including the extent 
to which he is called upon to exercise discretion in the matter; 

4. The sensitivity of the matter; 

5. The difficulty of reassigning the matter to another employee; and 

6. Adjustments that may be made in the employees duties that would reduce or 
eliminate the likelihood that a reasonable person would question the employee's 
impartiality in the matter. 
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As stated above, neither criminal nor regulatory conflict of interest has been found in Dr. Liotta’s 
participation in the Correlogic’s CRADA. Dr. Liotta’s involvement in the CRADA is peisonal and 
substantial and the importance of this CRADA and associated clinical trial to the health of women 
everywhere can not be understated. However, Dr. Liotta, as the lead molecular pathologist from 
NCI, can not be reassigned from his duties with regard to the CRADA without impeding the 
scientific discovery process underlying the CRADA. While Dr. Liotta is called upon to exercise 
considerable scientific discretion in his guidance of the Coirelogic Systems CRADA, he does so 
under the constraints of Federal law and subject to the oversight of duly constimted subcommittees 
to address appropriate application Federal Technology Transfer Act concerns, human subjects 
concerns, and conflict of interest. Any end products derived from the CRADA will be subject to 
such review. Any amendments to the CRADA will also be subject to equivalent review and to 
critical inspection by senior scientific staff, including the Office of the Deputy Director for 
Strategic Scientific Initiatives. Dr. Liotta’s actions in regard to the CRADA may lead to further 
Federal patents or royalties that may accrue to the Federal government as a result of new' or 
existing patents, but any benefit to Dr. Liotta will accme as a result of his status as a government 
employee and will have no direct impact on his personal financial interests in Biospect. 

Recalling the HHS standard under 5 CFR § 5501.106(d)(4) that directs the approval of outside 
activities unless they are in violation of statute or regulation, this office must continue to approve 
Dr. Liotta’s his outside activity request, because no violation has been identified. Dr. Liotta also 
may continue his participation in the development of the technology contemplated by the 
Correlogic Systems CRADA requirement, because all the relevant regulatory factors have been 
considered and the public standard for impartiality has been met. 

This office will continue to rely on Dr. Liotta to identify any change in his official duties or his 
personal consulting relationship that would impact this decision, 

Maureen O. Wilson, Ph.D. 

Deputy Ethics Counselor, NCI, NIH, DHHS 


attachment 


cc: Director, CCR NCI, NIH, DHHS 
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MEMORANDUM 


Public Health Service 


National Institutes of Health 
National Cancer institute 
Bethesda, Maryland 20892 

Center for Cancer Research 
OmcE OFTHE Director 
• Bldg. 31, Room 3A- 11 
31 Center Drive 
Bethesda, MD 20892-2440 
Phone: (301)496-4345 
Fax: (301)496-0775 


August 20, 2003 

TO: Dr. Maureen Wilson 

Assistant Director, NCI 

FROM: Director, Center for Cancer Research, NCI 

SUBJECT : Evaluation of Biospect Outside Activity 


I met with Dr. Liotta and Dr. Petricoin concerning their ongoing approved US government 
outside activity with Biospect. I sou^t lo determine the potential for conflict of objectivity and 
interest with Correlogic Systems Inc., with whom these scientists collaborate under a cooperative 
research and development agreement (CRADA). 

Dr. Liotta met with me together with NCI ethics staff prior to submitting this consulting activity 
for approval. At that time Dr. Liotta discussed his ongoing government work in proteomics and 
his CRADA activities including the Correlogic CRADA. This outside activity was approved on 
December 17, 2002. 

The signed consulting agreement between Dr. Liotta and Biospect contains the following 
language which specifically and explicitly excludes the subject matter relating to any and all 
CRADA related activities with Correlogic as follows: 

"The Company recognizes and understands that the consultant is a U.S. Government employee of 
the National Cancer Institute, National Institutes of Health (NIH) who is conducting research in 
the field of proteomics, as part of his official duties. The official duty research includes the 
following topics in proteomics: protein microarrays, tissue microdissection, serum proteomic 
pattern analysis using genetic algorithms and self-organizing maps (the "Government Field"). As 
part of his official duties, the consultant has entered into CRADA agreements with non- 
government companies to further develop and commercialize the Government Field, including 
issued and pending patents licensed to the U.S. goverrunent. The consultation provided to the 
company must exclude non-public information of Consultant in the Government Field. 

Moreover Consultant’s work as an employee of NIH in the Government Field is excluded from 
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any claims of comj^tition by the Company. Nc^withstanding any other provision of this 
agreement, the rights of Consultant’s eraployCT, the National Institutes of Health (NIH), shall not 
be abrogated by any commitment or obligation Consultant has incurred hereunder. Company 
recognizes diat as a Federal employee. Consultant is bound by federal laws, regulations and 
policies, including those governing conflict of interest, standards of conduct, and intellectual 
property, including 45 C.F.R. Part 7. (Note: The term "Consultant" refers to the Federal 
employee seeking permission to act as a consultant. "Company" refers to the outside 
organization for which the NIH employee wishes to work/consult). Therefore, the Company 
recognizes and understands that the intellectual property held by the Consultant in the 
Government Field as part of his U.S. Government employment is outside this agreement and the 
Company agrees that it has no right, title or interest (including patent rights, copyrights, trade 
secret rights, mask work rights, trademark rights and all other intellectual and industrial property 
rights of any sort throughout the world) in that intellectual property." 

In addition to this limitation the consulting agreement clearly restricts the consulting activity to 
the following specific areas based on Dr. Liotta’s professional expertise as a Board Certified 
Pathologist and a Biomedical Engineer. "Consulting services will relate to general professional 
knowledge in medical dia^ostic technology, clinical sample acquisition, preparation, 
fractionation, separation, storage and stability, regulatory filings and regulatory inspections 
related to clinical pathology laboratories [e.g. CAP (College of American Pathologists), CLIA, 
GMP inspections, and 5 1 0(k) or PMA filings for new diagnostic tests] relying upon knowledge 
obtained as a Board Certified Pathologist with CAP laboratory certification and expertise as a 
biomalical engineer. Consulting services will also relate to general scientific expertise in 
diagnostic devices and microfluics as applied to the analysis of protein and biological mixtures 
and the classification of biologic states throu^ complex mixture analysis of biological fluids.* 
Services will exclude anything related to analysis of mass spectroscopy output spectra data." It is 
also understood that Dr. Liotta will not represent Biospect, directly or indirectly through any 
matter that is the subject of dealings with the U.S. Government. 

Drs. Liotta and Petricoin have informed me that the only new development in this approved 
outside activity is a request by Biospect for Drs. Liotta and Petricoin to reduce the number of 
consulting hours per month. 

Based on my review, I am satisfied that the ongoing consulting activities with Biospect do not 
overlap with the ongoing CRADA activities with Correlogic Systems. 

V J. Carl Barrett, Ph.D. 
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REQUEST FOR APPROVAL OF OUTSIDE ACTIVITY* 

(Ref.: HHS Standards of Conduct Regulations) 

'jQ. Initial raQuan 

□ AaviMd Raquan 

□ Ranawal 

1. NAME {lASt, First, bxltialj 

fe-f/ticoiiv^ f 

2. ORGANIZATIONAL LOCATION lOptratinf Divisioft. Bureau, 
Division} 

DTf/ irrr~rC) ciSe e a 

3. TITLE OF POSITION 

4. GRADE AND SALARY {Federal. 

■frru VL- 


*5. NAME, ADDRESS AND BUSINESS OF PERSON OR ORGANIZATION 
FOR WHOM OUTSIDE SERVICES WILL BE PERFORMED 

^|05Pu£.T, (f^C 

sc.-n^ jm*- ftMnic fV yvwi 

S. LDCATIONWHERESERVICES 

WILL BE PERFORMED 


7. NATURE OF ACTIVITY flndlcatt typt oftetlvity, e./., tetehing, eontuttstlv* lernleet, and fivt fitO description o/epeciftc duliei orservicet to be 
performed. Specify, when poulble, the scheduled days Of week and hours of day propeud eetivliy will be perfarmed.1 

6e/N/*£<’S httn-hol 3Clfrt-hV^c 

0*% i 

AvvJ S . 


a. PERIOD COVERED b. ESTIMATED TOTAL TIME DEVOTED TO ACTIVITY f// on « confiniiirv 

iM«lL fRT Mtfrrutrd timr p<r year) 

V VAH / 

A WILL WORK BE PERFORMED ENTIRELY OUTSIDE USUAL WORKING HOURS7 

Dyes if "no. indicate estimated number of hours or days of absence from work t y /i»if*'TW 

_ 


. do your official duties relate in any way to the proposed activity? 


□ no ^Y6S /D»Tpr/ft<y rwij ^ 


'^NO □ YES ^£><fcr/6«; 


. method OR BASIS OF compensation 

^PEE □ HONORARIUM OpCROIEM □ PER ANNUM 

□ royalty O expenses 0 other f5pet//>; 


13. WILL COMPENSATION BE DERIVED FROM A HHS GRANT 
OR contract? 


'5^ NO O YES (Dtsenbei 


, THIS REQUEST IS MADE WITH FULL KNOWLEOCE OF DEPARTMENT AND OPERATING DIVISION POLICY AND PROCEDURES ON 
OUTSIDE ACTIVITIES. THE STATEMENTS l HAVE MADE ARE TRUE, COMPLETE AND CORRECT TO THE BEST OF MY KNOWLEDGE 
AND BELIEF. 


IB. ADDITIONAL INFORMATION ATTACHED 


1 □ YES □ NO 
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Prepared by; fonya Staley 


Fax No.: 301-^80-0853 


Phone No.; 301-496-8906 


REQUEST FOR APPROVAL OF OUTSIDE ACTIVITY* 


I- NAME (Lasu First, Initial) 

LIOTTA. Lance A. 

3. TITLE OF POSITION 


HKS Standards of Conduct Regulations + NCI^IH Rules) 


2. ORGANIZATIONAL LOCATION 


DHHS, NIH. A'C/. CCR LP. SP 
■». GRADE AND SALAR’i (Federal) 


RECUSAL ON FILE 


Chief, Laboratory of Patholo 


02-6 S 125. 335 


6. LOCATIO.N WHERE SERVICES WILL BE PERFORMED 


5 701 Democracy Bhd. 
Bethesda,MD 20817 


Carol A. Dahl, PfuD., Biospect Inc., 

6701 Democracv Blvd. Betbesda, MD 20817 


1. NATURE OF ACTIVITY (indicate i>pe of activity, e.g.. leaching, consultative services, and give full descnption of specific duties or services to be perform 
Specify, when possible, the scheduled days of week and hours of day proposed activity will be performed.) ALSO, answer /at ib ! tc i. and (J I hrhm 

6-i 

Consultative services: Provide advice on public domain diagostic tesing methods applied to animal and 
human toxicology and correlation with tissue pathology. 


Only published and publipli^Availablc information and data wilt be discussed. Fm consulting. DHHS rules regarding consulting will be observed. 
Employee('s); (a.) is/isnioudrele one) a project officer: (b.) has/has oo (circle one) exiranHirai responsibitiiies; 

fc. ) has/nS^^eirele one) C^ADA or MTA-CRADA re^nsibihties; 

fd. I BranchTHmee has/hat no circle one) sranis or contracts with this oreanizoiion 


a. PERiODCOVERED b. ESTIMATED TOTAL TIME DEVOTED TO ACTIVITV f/f or o 

Imscs. give estimated ume per war) , 

FROM Oct 31.2002 TO Oct. 31,2003 / Pg hv 5 /v gtt r 

c. \mL WORK BE P^fORAIED ENTIRELY OUTSIDE USUAL WORKI NG HOU RS? IF NO. COMPLETE THE FOLLOWING: 

1)^ YES NO I currently have 81 DAYS ^IOUR^ bf unused annual leave. If this request is approved. I will t 

following time for the activity DAVS/HOLr ' 


9. DO VOUR OFFICIAL DUTIES RELATE IN ANY WAV TO THE PROPOSED ACTIVITY? Related to professional competence, but not an 
r— responsibilitv for use of covemmeni funds 

Ixl NO □ YES 


•10. IF PROVIDING CONSULTATIVE OR PROFESSIONAL SERVICES. DO VOUR WOULO-BE ASSOCIATES RECEIVE OR WILL THEY SEEK. A GRAN 
OR CONTRACT FROM A FEDERAL AGENCY? Services provided will not knowingly involve, dtrccily or indirccily. preparation of materia! which could 
rrn .... m _ , relate to anv financial dealings between the outside organization and NIH 

iXi NO 1 I YES (Describe) ^ 


13. THIS REQUEST IS MADE WITH FULL KNOWLEDGE OF DEPARTMENT AND OPERATING DIVISION POLICY AND PROCEDURES ON 
OUTSIDE ACTIVITIES. THE STATEMENTS I HAVE MADE ARE TRUE. COMPLETE AND CORRECT TO THE BEST OF MY KNOWLEDGE 
AND BELIEF. /} 


It . AD DITIONAL INFORMATION ATTACHED 
YES O NO 



SEE REVIEWING OFFICIAL COMMENTS ON REVERSE 


DO NOT WRITE 
ilN THIS BOX 


Approval Contingent on Compliance 
with Notices on Reverse Side 


Employee has been appraised of the rules 
governing outside activities and use of official 
title and NIH/Na affiliation. 
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TAB 11 



HNCCOdt 


JsbllSs: 

PtyPton: 


I BiUry: 


uoiinooj 

liwmon 




NCI Review (Check Biospect 

Hra/days this S20: 192 hrs/yr Other 520s Yes X No □ Total 520 Hrs/days: 296 




Hu m a n aa Press • Editor 

CRASAs in innmediate area? YesX NoD 

Dr. Liotta was CCRADA PI on the NCI-FDA-Conelogic Systems, Inc. CRADA 01403 expired 
4/3/2004 (cc^ oof COI analysis and CRADA documentation attached) 

Money earned too Date: S49,375 consulting fees - proposed annual rate of $39,000 or 


$3250/njonlh 


Organization Suobsidiary Involvement Yes D No X 


Official BusinesasTlelatedoess? Biospect and Correlogics do business in the same area, 
however. Dr. Liontta’s consultation was limited per agreement with Dr. Barrett so that his 
consultation did nnoC overlap with his oDlcial duties- this a very technical distinction. 


ilecommended Based on legal analysis of an activities certified by the scientific director 

to be different from official duties of the en^Ioyee this limited 
consultancy should be recomotended, but it is a management decision as 
to any appearance of conflict of interest that approval will continue to 
raise. 
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DEPARTMENT OP HEALTH & HUMAN SEBVICBS 


TAB 12 


May 14, 2004 


Public Health Service 


National Institutes of Health 
Bethesda, Mar^dand 20892 


The Honorable James C. Greenwood 
Chairman, Subcommittee on Oversight 
and Investigations 

Committee on Energy and Commerce 
House of Represenmtives 
2125 Rayburn House Office Bmlding 
Washington, D.C. 20515 

Dear Greenwood: 

As you know, I share your concerns Oiat prior to February of this year, NIH employees, other 
t han those who iile public finan cial disclosure reports, were not required to fiiUy (hsclose the 
compemiadon amounts of outside activities wito pharmaceutical and biotechnolo^ companies. 
As I testified before the Subcommittee on Oversight and Investigations May 12, 1 believe the 
NIH ethics program lacks sufficient transparency and disclosure. I have been working wifo the 
Subcommittee, the Office of General Counsel at the Department of Health and Human Services 
(HHS) and the Office of Government Ethics (OGE) to rectify this problem. 

With the assistance of HHS, OGE approved our request on February 6, 2004, to require all 
Institute and Center Directors, Deputy Directora, Scientific Directors, and Clinical Directors to 
file public financial disclosure reports. Recently, we submitted a second request to OGE to 
require senior scientists and managers occupying 500 additional positions to file public 
disclosure reports. This increase in the number of public financial disclosure filers will 
significantly add to the level of transparency within ihe NIH ethics program. 

I have also woriced with HHS to resolve issues related to the Subcommittee’s request for the 
compensation amounts connected to consulting arrangements between NIH employees and 
industry. We have been able to strengthen our ethics program by requiring all NIH employees, 
regardless of their position or salary, to provide consulting compensation amounts for current and 
future activities. These amounts were provided to the Subcommittee on March 19, 2004. But 
the collection of compensation amounts for past, clos^ activities was considered an action fiiat 
could raise Privacy Act considerations, and I was advised that this could put the Federal 
Government at ri^ of litigation. Therefore, we initially proceeded to request the amounts on a 
voiimtery baris. 

In light of the insufficient response to the voluntary requests for information, ag^ working with 
the Office of General Counsel at HHS, I have determined that the need of Congress to have this 
information, NIH’s need for the information as it works to propose new or to revise existing 
policies and procedures, and the public interest in general, override the litigation risks involved 
in the mandatory collection of consulting compensation amounts. Therefore, I will instruct all 
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employees who had consulting arrangements since Januaiy 1, 1999, that are now closed to report 
the compensation amounts received pursuant to die consulting as a requirement and condition of 
their employment. These amounts will be provided upon collectioh to the Subcommittee, 
pursuant to the Subcommittee’s request ofDecanber 8, 2003. 

I hope this satisfies the Subcommittee’s concans regarding this matter. Please contact me if you 
have any additional questions or concerns. 



Elias A. Zerbouni, M.D. 
Director 


141003 
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MEMORANDUM 

TO: IC Directors TAB 13 

FROM: NIH Deputy Director and 

N3H Deputy Ethics Counselor 

SUBJECT: Changes to Outside Activity and Award Approval Process 

On January 1 8, 2004, Dr. Zeriiouni issued a memorandum regarding changes in the NIH 
Ethics Program which I forwarded to you in an e-mail message of the same day. The 
memorandum explained that I was pointed as the NIH Deputy Ethics Counselor 
(DEC), and as such, was given the additional DEC responsibilities for the 1C Deputy 
Directors, Scientific Directors, Clinical Directors and Extramural Directors (those 
officials in die extramural program who rq)ort directly to the IC Director). I, as the NIH 
DEC, will continue to serve as the DEC fisr the IC Directors. The memorandum also 
discussed die newly established of the NIH Ethics Advisory Committee (NEAC). I now 
write to e^^lain in more depth die process for submission and approval the NEAC 

of outside activities and awards. 

As you are aware, Dr. Zerhouni pledged to review all outside activities of NIH 
employees. To that end, all ongoing activities must be reviewed to determine if, 
consistent with applicable statutes and reguladons, NIH employees should be allowed te 
continue to ragage in these activities. Accordingly, all activities that fall within the 
NEAC’s jurisdiction must be submitted to die NEAC for its review and recommendation. 
Based upon die NEAC’s review, I, as the NIH DEC, will decide if die activity should 
continue. Furthermore, all other activities must be reviewed at the IC level. The 
employee’s supervisor and the IC DEC together will determine whether or not the 
employee may continue to engage in the activity. Last, as explained below, the NEAC 
has jurisdiction over requests for approval of awards. These should be submitted to the 
NEAC for its consideration, where appropriate. 

As oudined in Dr. Zeihouni’s January 18 memorandum, the following activities and 
awards falls widiin the NEAC’s jurisdiction: 

1) NEAC will provide supervisory review and, if appropriate, approval for all outside 
activity and award requests submitted by appointed or acting NIH OD Senior Staff 
and IC Directors. The NIH DEC will sctvc as the final arbiter of these requests. 

2) NEAC will advise the NIH DEC on all outside activity and award requests 
submitted by 1C Deputy Directors, ScientUic Directors, Clinical Directors, and 
Extramural Directors. The NIH DEC will serve as the final arbiter of thwe requests. 

3) NEAC will advise tiic NIH DEC in relation to requests submitted by any other NIH 
employee as follows: 
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• requests to accept awards from non-govemmental sources that include a casii 
payment and/or travel reimbursement equal to or in excess of S2,500; 

• any outside activity request involving a biotechnology or phannaceutical 
company; 

t any outside activity request that involves total anticipated compensation in excess 
of $10,000, or which is expressed as afriture income stream; 

• any outside activity for which payment will be, entirely or in part, in tiie form of 
stock, stock options, or other equity petition. 

Please submit to die NEAC for its review a new outside activity approval p^ket for any 
outside activity in which you are currently engaged and wish to continue. Also, please 
inform your steff friat they must submit new outside activity ^jnoval packets to either 
tiieKEAC (through the IC DEC) if the activity falls within tiie NEAC’s jurisdiction, or to 
tiieir supervisors and the IC DEC in order to continue witii the activity. Failure to timely 
obtain new approvals for the activities will result in die cancellation of tiie previously 
obtained approvals. The attached memorandum may be used by you to inform your staff 
of the changes to the outside activity and award approval process. It details the NEAC’s 
jurisdiction, tiie deadline for submissions to the hT^C or the IC for ongoing activities, 
and what information must be presented when seeking approval of ongoing or new 
outside activities, or awards. 

Please contact me if you have any questions. 


2 
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MEMORANDUM 


TO; IC Employees 

FROM: IC Director 

SUBJECT: Procediire for Review of Ongoing and New Outside Activities and Certain 

Awards 

As you know, outside activities in which NIH employees engage and certain awa^ given to 
NIH employees have recently received si^uficant media and Congressimjal attention. To assure 
diat these activities in no way negatively affect our mission to advance the public health, we are 
revi^ving all ongoing outside activities, and subj^^ting some activities and awanis to heightened 
review by die newly established NIH Ethics Advisory Committee (NEAC). I write to explain die 
NEAC’s jurisdiction and the procedures for submitting requests for approval of ongoing or new 
outside activities, and cerUiin awards. 

The NEAC has the following responsibilities and aufliority: 

1) NEAC will provide supervisory review and, if appropriate, approval for all outside activity 
and award requests submitted by appointed or acting NIB OD Senior Staff and IC 
Directors. The NIH DEC will serve as the final adiiter of diese requests. 

2) NEAC will advise the NIH DEC on all outside activity and award requests submitted by 
1C Deputy Directors, Scientific Directors, Ciinicai Directors, and Extramural Director. 

The NIH DEC will serve as the final arbiter of these requests. 

3) NEAC will advise die NIH DEC in relation to requests submitted by any other NIH 
employee as follows: 

• requests to accept awards fiom non-governmental sources that include a cash payment, 
and/or travel reimbursement equal to or in excess of $2,500; 

• any outside activity request involving a biotechnology or pharmaceutical company; 

• any outside activity request that involves total anticipated compensation in excess of 
$10,000, or which is expressed as a future income stream; 

• any outside activity for which payment will be, entirely or in part, in the form of stock, 
stock options, or other equity position. 

The attached documents entitled “NIH Ethics Advisory Committee,” and “Activity Requests 
Subject to the NIH Ethics Advisory Committee (NEAC) Jurisdiction” provide additional 
information. 
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As Kcplained more fully Iwlow, you arc required to provide specific information wifii respect to 
compeisation if you wish to continue an outside activity or have a new activity considered for 
approval. Therefore, please comply with the following deadlines for review of ongoing and new 
outside activities: 

• 1 ) For ongoing activities, submit packets through supavisory channels to the IC DEC no 
later than Tuesday, February 17, 2004; and 

• 2) For new outside activities, submit packets through supervisory channels to the IC DEC 
at least six weeks in advance of the anticipated start date of the activity. 

If your activity is scheduled to occur prior to February 17, contact your IC DEC immediately for 
expedited review of the outside activity packet. 

You should follow the already-established IC process for outside activity aj^roval. That is, the 
1C Ihrogram Staff is available to help you with preparing foe packet and foe IC Efoics Staff is 
available to advise on foe appropriateness of any underteking. Your supervisor must still 
approve foe activity and the IC DEC must review it before the packet is forwarded to the NEAC. 
(If the activity does not fall within the NEAC’s jurisdiction, foe activity will be reviewed and 
approved by your supervisor and IC DEC.) Once supervisory approval is obtained and foe IC 
DEC review is completed, the IC DEC will forward those activities that fall under foe NEAC’s 
jurisdiction to foe >^AC for action. 

The following infonnation must be submitted if you desire to have your request for approval 
considered or continued: 

• HHS Form 520. This Form must now include infonnatioD about foe amount and 
(e.g., cash, stock, or stock options) of income, compensation, fees, remuneration, 
expenses, or reimbursement that is to be received in connection with the ongoing or 
proposed activity. In addition, you must include, retrospectively, foe cumulative amount 
of any income or other monetary receipts (including foe type or mefood of payment) that 
was received by you from the outside source in connection with the ongoing activity for 
the past 5 ye^. We have been informed by foe HHS Designated Agency Efoics C^cial 
that failure to provide foe required infonnation with reject to foe amount and type of 
compensation will require foe NIH DEC to cancel the ongoing outside activity or deny a 
request to begin a new one. The compensation infoimatioD should be su|^Iied in “Item 
Number 17" on the reverse of the HHS Form 520. Also, when reporting foe period 
covered by the activity, the "fiom” date in box 8a of foe Form 520 should reflect foe date 
foe activity originally started. 

• NTH Supplemental Information sheet to the HHS Form 520. This supplemental sheet 
must include a thorough answer to question 3, “Explain how foe proposed outside activity 
is different from foe scientific activities performed as part of your official duties.” 


2 



NIH Form 2657. TTiis fonn must be completed by the employee and signed by the 
outside organization, where applicable. 


• Invitation Letter from Outside Organization. Additional information that describes 
the activities and/or die organization may be included as well. 

• Your PD or Billet. If you do not have a current PD or billet, please include a detailed 
explanation of your current job responsibilities. 

Please note that any packet that is not complete will be returned, and approval will be held in 
abeyance until the packet is properly completed and the review can be performed. 

If your request involves an already approved activity, you may reuse the previoi^dy submitted 
documents as long as all the required informatioD is included, i.e., amend die previously 
submitted outside activity packets to include compensation information. You mus^ however, 
resign and redate die HHS Form 520. 

If you have any questions, please contact [name], [IC name] DEC. 
cc: [name], pC name] DEC 
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Slobodin, Alan 


From: 

Sent: 

To: 

Cc: 

Subject: 


Burton, Craig (HHS/OS) [Craig.Burton@hhs.gov] 
Saturday, June 19, 2004 9:45 AM 
Slobodin, Alan 
Burton, Craig (HHS/OS) 

RE: Mosheil 


TAB 14 


Answers from NIH...; 

Did Mosheil receive ethics training from NIH? they'll check about past 
years and he has been recently counseled about the need to file a 520 for 
expert witness services. 

Does Mosheil confirm he performed consulting services? [Alan never asked 
about consulting services performed by Mosheil, so we never looked into it. 
WHat specifically is he interested in?] - ANY CLEARER GUIDANCE YOU CAN 
PROVIDE FOR ME TO SEEK FROM NIH WOULD BE APPRECIATED. 

When was Mosheil counselled? In April or May from the NIH Ethics Office 
when a 520 was approved by the NIH DEC, and in June by his IC DEC. 

Has he filed any 520s for his expert witness services? No. He did not 
think he had to because he filed a 520 for his private practice which he 
thought covered the expert witness service. 

Is it NIH's position that Dr. Mosheil should have disclosed his expert 
witness services to NIH? Yes. It is required by the HHS supplemental regs. 

Should he have filed separate 520s for each time he testified as an expert 
witness? Yes. Each case requires a separate 520. 


Original Message 

From: Slobodin, Alan 
To: Burton, Craig (HHS/OS) 

Sent: 6/18/2004 7:54 PM 
Subject: RE: Mosheil 

Did Mosheil receive ethics training from NIH? Does Mosheil confirm he 
performed consulting services? When was Mosheil counselled? Has he 
filed 

any 520s for his expert witness services? Is it NIH’s position that Dr. 
Mosheil should have disclosed his expert witness services to NIH? 

Should he 

have filed separate 520s for each time he testified as an expert 
witness? 

Please fax me the 520 approving his clinical practice as dermatologist. 
Original Message 

From: Burton, Craig (HHS/OS) [mailto:Craiq . BurtonOhhs . gov] 

Sent: Friday, June 18, 2004 7:37 PM 
To: Slobodin, Alan 

Cc: Torres, Abelardo (HHS/OS); Flamberg, Gemma (NIH/OD) 

Subject: Fw: Mosheil 


From nih: 


Sent from my BiackBerry Wireless Handheld 


•Original Message- 


1 
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From; Flamberg, Gemma (NIH/OD) <FlainberG@OD.NIH.GOV> 

To: Burton, Craig (HHS/OS) <Craig.Burton@hhs.gov> 

CC: Smolonsky, Marc (NIH/OD) <SniolonsM@OD.NIH.GOV> 

_Sent : Fri Jun 18 13:53:34 2004 
ubject: RE: Moshell 

NIH’s response on this issue. 

Can you determine if a Dr. Moshell filed a 520 form for outside activity 
relating to serving as an expert witness? 


In 1985, Dr. Moshell filed a 520 form, and obtained approval to conduct 
clinical practice as a dermatologist. The 520 did not specifically 
cover 

service as an expert witness, and Dr. Moshell has indicated that he did 
not 

believe that a specific 520 was needed for that purpose. To the best of 
our 

knowledge, Dr. Moshell was not specifically advised that he needed to 
seek 

separate authorization to perform services as an expert witness. Once 
Dr . 

Moshell 's particular situation came to NIH's attention, we counseled Dr. 
Moshell to make sure that he is aware of the regulatory requirements 
regarding service as an expert witness as an outside activity. 


In 1996, DHHS promulgated supplemental regulations which required 
employees 

.to file a separate 520 form and obtain prior approval for any outside 
ctivity that involved service as an expert witness. At that time, 
nowever, 

NIH did not require the ICs to search their files to determine if there 
were 

activities that were approved previously that would require new 
approval . 


Having reviewed Dr. Moshell 's financial disclosure reports retained 
consistent with the 6 year record retention period, we note that he has 
consistently reported his private clinical practice, since at least 
1998. 

His reports do not, however, make reference to law firms or other 
indicia of 

service as an expert witness. Without this information, it is unclear 
how 

his ethics official could have known that follow-up was necessary. 
Through 

the NEAC process, and additional directives, NIH is ensuring that both 
the 

ICs ethics staffs and individual employees are aware of ail regulatory 
requirements . 


2 



637 


Gemma FI amber g 
Senior Legislative Analyst 
Office of Legislative Policy and Analysis 
i^ational Institutes of Health 
301) 496-3471 
.ax (301) 496-0840 
flarriberg@od.nih.gov 
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APPROVAL FORM FOR AWARDS 


^’oter Regajrdless of market value, an award mist be a 2jo;3a fide award o 
incident co one that Is given for meritorious puiblic service or 
achievement, n- . r. ^ 

Kasie of Employee: RlChSrd D. K1dUSn6r, M.D. 


Name of Award; 
Date of Request: 


1997 Rabbi Shai Shacknal Meirorial Prize 

2/7/97 


TAB 15 


1 . This award Is not being offered by an entity that has Interests that may 
be substantially affected by the performance of nonperformance of the 
employee's official duties. 


/T7 If this Is a correct stateaentf go to statement 2. 

l_J If this statement Is not correct, the award may not be approved. 

2. This award Is not being offered by organization, the majority of whose 
members have Interests that may be substantially affected.hy the 
perforaance or nonperforaance of the eaployee's official duties. 


/Y / If this Is a correct statement, go to Statement 3. 

/ / If this statement Is not correct, the award may not be approved. 

3. This award Is not a cash award and has a market value of less than or 
equal to $200. 

/ / If this Is correct, the award may be approved without a written 
determination made by an agency ethics official . 

If this is not correct , go to Scateaient 4 . 


4 . This award is a cash award or has a market value of more than S200 or is 
an award of cash or investnenc interests. 

I-i this is correct, the award may only be approved upon a written 
determination by an agency ethics official that; 


a. The award has been made on a regular basis; 

les X po 

b. The award recipients have been chosen pursuant to written 
guidelines or by ■ a seJection committee. 

Yes ^ Po 

This form constitutes my written determination that: 

This award is not approved. 

This award is not a cash award or has a market value of less than $200 
and is approved. 


This award Is a cash award or has a market value of more than $200 and 


^ approved^ Q } /] 

(/ |AllMi^^ 

Deputy Ethrcs Official 
Prepared by OSCE/KIH:3-10-93 


ID 


kh 


^^pproral adequate to alloudetermination of the 

Disapproval Director, DATE 
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Jun-18-04 06:25 sb Frc»i-Housa Entrgy I Coanirct Cats ford 202-226-2447 


MSB P. 002/006 F-6U 

JUN ! 0 BBl 


APPROVAL FORM FOR 


Xacfi; itBgardlass of m&rJcee value/ « atfzrd mist -be a bona £dde award or 
incxdenr eo one ciac jLs given jfor marisordeus pablSc aerv-ice or 
aablovexaeaz. 


jjaae of Ssp2oy«e: 
Haam of Avari; 


Richard 0. Klausner, M.D. 


Raymond Bourgina Award 


Dace a£ xs^esr: 6/9/97 

2 . 22ur award ds hoc bedng offorad by an onzdxy x±ac has sjfce re s z s that may 
h 0 su b sts u i z i al ly affecceif 2^ ^e perfoxnance of aanparfoxsaanee of the 
ea^layao's official dxrties. 

If this is a correct stateaient, go ca Sratemeat-2, 

n If t h i s state n eat is net correct, the avartf may not be approved, 

2, This award is nor Jbein^ offered by organization, the najforxcy of whose 
aeaihers have interests &2iac may be sabstaatially affected, by the 
pexformanee or nonperformance of the espio^e'r e^;fiexal d&rties. 

/T7 Xf this is a correct statement, go to Stateateat 3. 


LJ 


If this reacenen't is noc correct/ cde avard may not be approved. 


3, This award is not a carA award and has a market value of less rh„„ 
egual to $ 200 . 

J / If th.ti? is correct, c2ie avard may he approved vicAout a v^rxtcen 
determination made by an apency ecMes official. 

/X/ If this is not correct, go to Statement 4 . 


4, . This award is a cash award or has a market value of store than $200 or is 
an award of cash or investment interests, 

jEj If this is correct/ tAe award may only be approved upon a wriccen 
deteminatioA by an apency ecAics efjficial tAaes 


a. XAe ayard has been taade on a regular basis: 

Zes ^ No ' ' . 

h. The award recipients have been choseJi pursuant to vsriccen 
guidelines or by a selection connaittee. 

Zes X jto 

This fem constitutes my written determination cAac; 


/ / This award is not approved. 

L-J This award is not a cash award or has a market value of less than $200 
and is approved. 


This award is a cash award or has a market value of more than S200 and 
is approved. 


Deputy £zhids Offi 


Deputy ' Ezhids 

Prepared by OSCE/KIS:3~-JO-S3 


z/'vv 


deecrlpucn to tde,Date to allowdeterBinetioD of the 

Deputy Ethics Officer 
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4 08:25»ii Pros-Kouss Energy i Cnunerce Cate Porii 


20Z-226-244? T-136 P. 005/006 F-614 


SOOTING AND TRANSMITTAL SLIP 


^ATE: February 6, 1998 


TO: 


t Karea Santoro, ASCE, NIH 31/3BS3 


Initial 


Date 


i/L 


9 > Office of the DDER, NIH 1/144 


# Dr. Maureen Wilson^ DBG, NCI 31/4A48 




•< 'TOrf\ I^>\l ofr\ 




X 

Action 

“ 

File 

■■ ' 

Note and Return 


Approval 


For Clearance 


Per 

Conversation 


As Requested 


For Correction 


Prepare Reply 


Circulate 


For Your Informa- 
tion 


See Me 


Comments 


Investigate 

X 

Siqfnature 


Coordination 


Justify 




Rts: Klausnen RecvisaJ, SOMPS 


/Seamark t 

On behalf of Dr, Wilson, please sign the above-referenced for 
Dr. ^ausner in association with bis acceptance of the 
Raymond Bougine Award, llie official file for this activity is 
maintained in the NCI Ethics Office. 

Please return when complete. 

'T'dw' 


If-*" ■ ' ' ' 


I Frear Georgia McIntyre, Ofc. Assist. 

I Office of the Assistant Director, NCI 


Location: 

31/4A48 


6-1148 . 
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FROM: J. Carl Barrett, Ph.D. 

Director, Center for Cancer Research 
National Cancer Institute 


SUBJECT: Special Volunteer Designation for Richard D. KJausner, M.D. 

Issue 

On October 1, 2001, National Cancer Institute (NCI) seeks to designate Richard D. Klausner, 
M.D. as a Special Volunteer under ray supervision. This will facilitate continuity of this 
extraordinarily promising National Institutes of Health (NIH) research program related to Von 
Hippel-Lindau Disease. It also will serve the n^ds of the Department of Health and Human 
Services (DHHS) by overcoming the statutory post-employment limitations found at 
1 8 use § 207 that otherwise may affect necessaiy communications between Dr. Klausner and 
the Agency. 


The position of Director, NCI, is Presidentially appointed, but does not require Senate 
confirmation. As such, the post-employment provisions ^plying to former NCI Directors are 
those applied to “ senior employees” of the Executive Branch. Such employees are subject to 
lifetime or two year bars on communications with the intent to influence the Government in 
specific parfy matters as described in the attachment. In addition, such employees are subject to 
a one-year “cooling off period” fi-om knowingly having any communication with the intent to 
influence their former agency. Because Dr. Klausner was not a Senate-confirmed appointee, the 
scope of this restriction is limited to the NIH (1 8 USC § 207(c)). This restriction does not apply 
to acts done in carrying out official duties as an employee of and on behalf of a state or local 
government; an accredited, degree-granting institution of higher education; or a non-profit 
hospital or medical research organization. Dr. KJausner’s new employer, the Case Foimdation, is 
a private family foundation not covered by this exemption. 
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However, post-employment limitations do not apply lo services pCTformed on behalf of or in 
service to the U.S. Government. Therefore, designating Dr. Klausner in the capacity of Special 
Volunteer during specified periods of leave from his new employer will allow him to provide 
input as described below without violation of 1 8 USC § 207. 

Proposed Special Volunteer Services 

On October 1, 2001, Dr. Klausner will be considered an Adjunct Investigator imder my 
supervision. He will have access to resources, space, and personnel as consistent with the title 
and under the appointment of Special Volunteer. While Eh. Klausner will be able to conduct 
research efforts, travel as deemed necessary, and provide input m a number of issues defined by 
his appointment; he will be unable to supervise NIH personnel or make commitments on behalf 
of the NCI. The following serves as a summary of his ongoing research activities and the 
services Dr. Klausner is expected to perform while a Special Volunteer. 

1 . Conduct research studies in the area of : 

- Von Hippel-Lindau (VHL) tumor suppressor genes. This project is directed at 
understaiKiing a tumor suppressor gene, VHL, and the cell biology of the VHL 
gene products and its role in development of Von Hippel-Lindau Disease, a 
hereditary cancer syndrome, that places VHL patients at-risk of developing 
bilateral, multifocal renal tumors and (^sts, cerebellar and spinal 
hemangioblastomas, retinal angiomas, tumors in the inner ear (endolymphatic sac 
tumors), pheochroraocytomas, pancreatic cysts and neuro-endocrine tumors, and 
epididymal cystadenomas. 

- Role of VHL in the Regulation of Hypoxia-Inducible Genes. This research 
focuses on the interaction between HIF Oiypoxia inducible factor) and VHL. VHL 
binds to HIF and targets the HIF protein for proteasomal degradation. When the 
cell loses VHL, the HIF protein levels increase and thus cause increased 
transcription of VEGF, GLUTl, erythropoietin and other hypoxia inducible genes. 

The use of micro array technology to study gene expression patterns in late stage 
(metastatic) renal cell carcinoma. Using statistical analysis is being used to 
identify groups of genes that are predictive of survival. Once genes are established 
as most highly correlated with survival, findings from the arrays will be validated 
and applied to early stage tumors and possibly other types of cancer. Intracellular 
pathways existing between the identified genes will also be established. 

The relationship between VHL and the met receptor. These studies explore the 
effects of activating the met receptor with hepatocyte growth factor (HGF) on Id 
vitro invasive cell growth. 
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2 . Attend national, international, and domestic meetings, conferences, and workshops, to 
exchange scientific information as consistent with the NCI mission and my ^rovai. 
Participation in such events is essential to iacilitate Dr. Klausner’s research and to ensure 
effective and continued scientific liaison between the NCI and professional, advocacy, 
and other organizations. Thus, travel expenses associated with these events will be 
Federally supported. 

3. To provide scientific and technical advice to the duly appointed DHHS delegates to the 
Irish Cancer Con^rtium and the Middle East Cancer Consortium. In this role he will be 
asked to draw his experience as a former DHHS representative to both intemational 
consortia. 

4. To provide scientific and technical advice in a variety of areas of importance to DHHS at 
the request of the Secretary, DHHS. 

Dr. Klausner’s research accomplishments arid liaison roles for DHHS, as noted above, have had 
an important impact on the N^onal Cancer Institute, particularly in its interactions with outside 
organizations. As a Special Volunteer in the Center for Cancer Research, NCI, both the Institute 
and the Department will continue to benefit from his scientific and diplomatic skills. 

Recommendation 


Dr. Klausner’s designation as a Special Volunteer is in the interest of the public, as his research 
activities contribute significantly to improving global health. Thus, I recommend that you 
approve this designation. 


^ Carl Barrett, Ph.D. 


Action Requested 
Concur 


Non-Concur 


^onne Maddox, Ph.D. 
Acting Deputy Director, NIH 



attachment 

cc: Honorable Tommy G. Thompson, Secretary, DHHS 

Barbara McGarey, NIH Legd Advisor, NIH, OGC, DHHS 
Gretchen Hirschauer, NIH Ethics Counsel, ED, OGC, DHHS 
Maureen O. Wilson, Deputy Ethics Counselor, NCI, NTH, DHHS 
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Letter from the Editors tab i? 

The field of molecular medicine is moving beyond genomics to proteomics, the goal being the charactenzation 
of the cellular circuitry and the understanding of the impact of disease and therapy on cellular networks. In the 
future, entire cellular networks, not just one disregulatcd protein, will be the targets of therapeutics. It will soon be 
possible to analyze the state of protein signal pathways in the disease-altered cells, before, during, and after therapy. 
This can herald the advent of true patient-tailored therapy, and provide a rational basis for targeted therapeutics. 

An immediate application of clinical proteomics is disease detection and monitoring. Proteomic technologies 
promise to dramatically alter the landscape of clinical chemistry and pathology. Proteomics applied to clinical 
samples will uncover new individual biomarkers that can offer mec hanis tic insights into disease padiophysioiogy. 
Pattern recognition and artificial intelligence computer tools are leading to the discovery and use of diagnostic 
patterns comprised of dozens, or even hundreds, of simultaneous biomarkers. 

With these objectives in mind, investigators are developing highly sensitive, biosensors, protein arrays, and mass 
spectrometry platforms that can be applied to clinical samples. Nanotechnology, biofluidics, labs-on-a-cbip, 
electrochemical sensors, and pattern reception algorithms, are all components of this new field. 

A key feature of Clinical Proteomics will be its commitment to rapid scientific review and timely publication of 
submitted manuscripts. This will be achieved by requesting that papers be submitted on disk and by utilizing pdf 
and e-mail technology to ensure quick turnaround during peer review and galley proof correction. 

We hope that you will join us in our efforts to fill a critical unmet need in translational medicine. 

Sincerely, 

t/ .V 

Lance A. Liotta, md, Editor 
National Cancer Institute 
National Institutes of Heatth, BethesCa. MD 



Emanuel Petricoin, pkd • Editor 

Food and Drug Administfation 
Rockville. MD 
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XDomain: thBfoteys.com 

Date: Tub, 25 Jun 2002 15:27:39 -0400 

From: cdahl <cdahl@ear1hlink.net> 

Subject: Liotta/Petricoin 

To: jim tananbaum <jim@prospectventures.com>, Foley Pete <pete@thefoteys.CQm>, 
heller Jonathan <reltehj@yahoo.com>, John Stults <stults@sbcglobal.net>, 

Rick Klausner ■:rick@gatesfoundatian.org> 

Reply-to: cdahl@earthlink.net 

X-Mailer: Earthlink MailBox 5.0.6.9 (Windows) 

X-EM-Version: 5, 0. 0, 0 
X-EM-Registration: #3003520714631 D032830 

Hi, 

A couple of updates... 

I spoke with Lance Liotta yesterday at the NIH Biosensors meeting. I mentioned the possibility of 
consulting with us. He is very interested and thought Chip would be as well. The situation with 
government ethics is the following. They can not consult for a group with which they have any sort of 
collaborative arrangement. That would include a CRADA and Lance thought MTA as well. This 
might mean that if we have them consult we can not access our samples through them, at least as 
long as they are in an active consultant agreement with us. 

With that said, my impression from discussions with Chip, Lance and from Lance's presentation at the 
meeting is that they are getting their samples from other sources anyway. There are specialized 
groups and centers around the country that have provided samples to them. I gather for the ovarian 
samples it was the group at Northwestern and for prostate a group in North Carolina. 

I think they could be useful as consultants, in terms of providing more detail about what they have 
done as well as assisting in thinking through issues like sample collection and preparation. If we 
were to have them consult my guess is that they could supplement the input from Rick (and myself) 
about other sources with whom we might form collaborations to access the biological samples. We 
could then contact those potential sources directly. 

Rick, I have included you on this email to specifically solicit your feedback on this topic. Could you 
share your thoughts? 

I think this is a subject for the next Biospect call when Jim returns. 

1 saw George at the meeting as well. He will be seeing Coifman in a couple of weeks at a meeting 
and plans to follow up on the discussion Jonathan and I had with Coifman. I let him know that we 
were working on putting an NDA in place with Coifman to facilitate that discussion. He also seems to 
think we should consider whether we might want to buy their group. 

I also ran in to one of my former contractors who happens to be a toxicologist at U. of Michigan. I 
was probing him about contract organizations doing toxicology. He had some strong opinions as he 
just went through a review of these groups in order to select one to work on a subcontract from his 
group. He said he would share this information with me, so hopefully this will provide a useful starting 
point for identifying a group with whom we want to work. If it looks useful when I get it 1 will send it 
around. 


Predicant 01060 



646 


Page ; of ; 

Best, 

Carol 
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XDomain; thefoleys.com 

Date: Tue, 25 Jun 2002 17:25:04 -0400 

From: cdahl «cdahl@earthlink.net> 

Subject: RE: Liotta/Petricoin 

To: jim tananbaum <jim@prospectventures,com>, Foley Pete <pete@thefoleys.com>, 
heller jonathan <rellehj@yahoo.com>, John Stults <stults@sbcgiobal.net> 

Reply-to: cdahl@earthlink.net 

X-Mailer: Earthlink MailBox 5.0.6.9 (Windows) 

X-EM-Version: 5, 0, 0, 0 
X-EM-Registration: #3003520714631 D032830 

FYI. I just got off the phone with Rick. He confirms the ethic limitations for Lance and Chip. He 
concurs that it would be better to use them as consultants and then we can go to the original (non- 
govt/academic) sources to try and get the samples. 

Carol 

— Original Message — 

From; cdahl 

To: Rick KlausnerJohn Stults : heller ionathan : Folev Pete:iim tananbaum 
Sent- =^25/2002 3:27:38 PM 
Sub}.- Liotta/Petricoin 

Hi. 

A COL updates... 

Is;. .. ;h Lance Liotta yesterday at the NIH Biosensors meeting. I mentioned the possibility of consulting with us. 

He is very interested and thought Chip would be as well. The situation with government ethics Is the following. They 
can not consult for a group with which they have any sort of collaborative arrangement. That would include a CRADA 
and Lance thought MTA as well. This might mean that if we have them consult we can not access our samples through 
them, at least as long as they are in an active consultant agreement with us. 

With that* said, my impression from discussions with Chip. Lance and from Lance's presentation at the meeting is that 
they are getting their samples from other sources anyway. There are specialized groups and centers around the 
country that have provided samples to them. ) gather for the ovarian samples it was the group at Northwestern and for 
prostate a group in North Carolina. 

I think they could be useful as consultants, in terms of providing more detail about what they have done as well as 
assistin' n thinking through issues like sample collection and preparation. If we were to nave them consult my guess is 
that the ould supplement the input from Rick (and myseiO about other sources with whom we might form 
collabc ms to access the biological samples. We could then contact those potential sources directly. 

Rick. > ; included you on this email to specifically solicit your feedback on this topic. Could you share your 

though;. 

I think this is a subject for the next Biospect call when Jim returns. 

I saw Geoi^e at the meeting as well. He will be seeing Coifman in a couple of weeks at a meeting and plans to follow 
up on the discussion Jonathan and I had with Coifman. i let him know that we were working on putting an NOA in place 
with Cojfman to fadlitate that discussion. He also seems to think we should consider whether we might want to buy 
their group. 

I also ran in to one of my former contractors who happens to be a toxicologist at U. of Michigan. I was probing him 
about contract organizations doing toxicology. He had some strong opinions as he just went through a review of these 
groups in order to select one to work on a subcontract from his group. He said he would share this information with me, 
so hopefully this will provide a useful starting point for identifying a group with whom we want to work. If it looks useful 
when I get it I will send it around. _ 

Best, 


Predicant 01 058 
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Department of Health and Human Services 
Employment by Title 42 Authority 
May 2004 
TAB 20 

1 . How many employees are receiving compensation under any of the Title 42 authorities? Please provide 
a breakdown the number of employees compensated under each Title 42 authority and please provide a 
breakdown of the number of Title 42 employees by agency. 

Table 1 below shows the use of Title 42 hiring authorities by Operating Division across HHS. 


Table 1: Title 42 Employment by Operating Division 



a* u 

r' ' 



'.5 


1 

AHRQ 

1 

36 

0 

0 

7 


44 

FDA 

217 

351 

41 

0 

0 


609 

HRSA 

0 

7 

0 

0 

0 


7 

OS 

1 

19 

0 

0 

0 


20 

SAMHSA 

1 

0 

0 

6 

0 


7 

CDC/ATSDR 

119 

362* 

61 



287 100 

929 

NIH 

1,396 

2,434 

127 




3,957 








* CDC total in this column includes service fellows hired under section 209(h) as well. 

2. Since Title 42 compensation authority was broadened in 1999, how many employees at HHS agencies 
have converted from federal civil service positions to Title 42 employment? What is the distribution of 
employee salaries for each Title 42 compensation level? What is the range of salary increases (the 
differences between the previous federal civil service salaries and the new Title 42 salaries) for those 
employees who converted? What has been the total cost of the differences between the increased Title 
42 salaries and the previous federal civil service salaries for all of the HHS~agency employees who 
converted from federal civil service to Title 42? 

Table 2 shows conversions to Title 42 by OPDIV since 1 999, along with salary ranges, the range of salary increases 
accompanying the conversions, and the increased salary costs due to the conversions to Title 42. 
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Table 2: Conversions to Title 42 P<»itions by Operating Division 


OPDIV 




'■-^1 

AHRQ 

2 

$54,427 -$130,970 

$3,318-514383 

$17,70! 

FDA 

164 

S74,729-$194,028 

SO - $34,800 

$1,536,954 

HRSA 

0 

N/A 

N/A 

$0 

OS 

0 

N/A 

N/A 

so 

SAMHSA 

1 

$184,250 

$6,800 

$6,800 

CDC/ATSDR 

56 

$94,991 -$112,594 

$5,439 -$24,359 

$1,198,716 

NIH 

737 

$22,344 -$200,000 

$0 -$64,1 03 

$11,654,645 

Total 







3. How many new employees were hired under a Title 42 authority? How many employees hired since 2000 
have converted to Title 42? 

,New hires to Title 42 positions and conversions are shown by Operating Division in Table 3. 


Table 3: New Hires and Conversions to Title 42 Positions by Operating Division 


-f 



AHRQ 

0 

0 

FDA 

461 

5 

HRSA 

5 

0 

OS 

) 

0 

SAMHSA 

0 

0 

CDC/ATSDR 

701 

1 

NIH 

3,446 

74 

Total 

4 656 

80 
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Since July 1, 1999, how many retention bonuses have been given? What has been the total cost of these 
retention bonuses? 


Table 4: Retention Allowance Paid to Title 42 Employees 




AHRQ 

0 

$0 

FDA 

205 

52,001,766 

HRSA 

0 

$0 

OS 

0 

$0 

SAMHSA 

0 

SO 

CDC/ATSDR 

3 

552,325 

NIH 

236 

$2,773,656 





Total retention allowances for NIH and FDA count each time an allowance is renewed, not the number of individual 
receiving a retention allowance. Retention allowances are authorized for no more than one year at a time, therefore tl 
continuation of an employee’s retention allowance is counted as a separate authorization. 


\1H Information 

1 . How many employees are receiving compensation under any of the Title 42 authorities? Please provide 

a breakdown the number of employees compensated under each Title 42 authority and please provide a 
breakdown of the number of Title 42 employees by institute or center. 

The following table shows NIH’s Title 42 employment by Institute and Center for each Title 42 Authority. 


Table 5: NIH Use of Title 42 Authorities by Institute / Center 



CC 500 103 

CIT 1 15 

CSR 32 0 


603 

22 

32 


F!C 


5 


I 


6 
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Table S: NIH Use of Title 42 Authorities by Institute /Center 

' 

i ^ 

Total 

NCCAM 

8 

4 


12 

NCI 

216 

678 

48 

942 

NCHMD 

2 

0 


2 

NCRR 

6 

0 


6 

NEI 

10 

49 

2 

61 

NHGRl 

25 

79 


104 

NHLBI 

41 

163 

6 

210 

NIA 

22 

70 

2 

94 

NIAAA 

13 

43 

1 

57 

NIAID 

136 

257 

8 

401 

NIAMS 

11 

49 

2 

62 

NIBIB 

5 

0 


5 

NICHD 

60 

129 

23 

212 

NfDA 

15 

33 


48 

NIDCD 

10 

42 


52 

NIDCR 

20 

59 

6 

85 

NIDDK 

66 

128 

20 

214 

NIBHS 

39 

102 

5 

146 

NIGMS 

35 

18 


53 

NIMH 

37 

135 

2 

174 

NINDS 

33 

144 

2 

179 

NINR 

2 

0 


2 

NLM 

14 

118 


132 

OD 

25 

1 


26 


ORS 


1 


14 


15 
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2. Since Title 42 compensation authority was broadened in 1999, how many employees at NIH have 
converted from federal civil service positions to Title 42 employment? What is the distribution of 
employee salaries for each Title 42 compensation level? What is the range of salary increases (the 
differences between the previous federal civil service salaries and the new Title 42 salaries) for those 
employees who converted? What has been the total cost of the differences between the increased Title 
42 salaries and the previous federal civil service salaries for all of the NIH employees who converted 
from federal civil service to Title 42? 


Information on NIH conversions is shown below and in Table 2, above. 




" 

■ 

H 

1 

NIH 

737 

$22344 - 5200,000 

$0-564,103 

$11,654,645 


3 . How many new NIH employees were hired under a Title 42 authority? How many NIH employees hired 

since 2000 have converted to Title 42? 

aformation on NTH Title 42 hires is shown below and in Table 3, above. 











4. Since July I, 1999, how many retention bonuses have been given? What has been the total cost of these 
retention bonuses? 

NIH information on retention allowances is shown below and in Table 4, above. 
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NIH response to Title 42 data request 

1 . What are the required credentials to be eligible for Title 42 compensation? 

Answer: Title 42 provides the flexibility needed to allow NIH to attract and retain individuals with 
outstanding scientific, technical, and clinical skills. Other than clinical staff such as nurses, to be 
eligible for a T-42 appointment, whether under (f) or (g), the individual must have a doctorate in a 
biomedical or related field, and must be engaged in scientific research, or science management, 
science administration, or science policy. In rare instances, an exception may be granted by the 
Deputy Director for Intramural Research or the Deputy Director for Extramural Research to waive 
the doctorate based on a finding that the individual's education and experience is equivalent to a 
doctorate. 

2. For each calendar year starting with 2000, what percentage of new NIH employees were hired 
as Title 42 employees? 

Answer; See first worksheet in the attached chart. 

3. Please provide a listing of each employee at HHS or HHS agency receiving Title 42 salaries, 
including names, agency, when hired, salary, retention bonuses (if any) qualifications for Title 42 
compensation (degrees, board certifications, etc.). 

Answer: See second worksheet in the attached chart. 



Percent of New 
Hires under Tit... 
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Percent of New NIH 
Employees Hired under 
Title 42 ‘ by Calendar 
Year 

Percentage 
of New 
Employees 
Hired under 
CY Title 42 

2000 21.5% 

2001 25.4% 

2002 27.5% 

2003 32.2% 

Average 26.7% 

•Includes only AD and RS pay plans 
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Slobodin, Alan 


-rom: 

jent: 

To: 

Cc: 

Subject: 


Burton, Craig {HHS/OS)[Craig.Burton@hhs,gov] 

Friday, June 18. 2004 9;51 PM 
Slobodin. Alan 

Flamberg, Gemma (NIH/OD); Torres, Abelardo (HHS/OS) 
Fw: NEAC Totals 



NEAC Totals.doc 


TAB 22 


Here you go 


Sent from my BlackBerry Wireless Handheld 


Original Message 

From: Flamberg, Gemma (NIH/OD) <FiamberG@OD.NIH.GOV> 

To; Burton, Craig (HHS/OS) <Craig. Burton@hhs . gov> 

CC: Smolonsky, Marc (NIH/OD) <SrnolonsM@OD.NIH.GOV>; Jaffe, Holli Beckerman 
(NIH/OD) <JaffeHB0OD.NIH.GOV> 

Sent: Fri Jun 18 18:43:39 2004 
Subject; FW: NEAC Totals 

<<NEAC Totals. doc>> This is in response to Alan's question, as follows: 


because the NEAC does not approve or deny requests, were any of the NEAC 
.'ecommendations not followed by the approving official? If so, please 
provide background information on each of those individual instances. 


Attached are statistics tallying the activities that the NEAC reviewed, and 
noting the couple of cases where the NIH DEC'S (Dr. Kington) decision was 
different. I know Alan asked for the details of those cases. There are 
only 2, and I will get them for you as quickly as I can, but it doesn't look 
like it will be tonight because the keeper of the files has gone home. 


1 
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Activities Reviewed by NEAC 


Totals 


Activities and Awards Reviewed by NEAC: 317* 

NEAC Recommended Approval: 234 

Approval Recommendations by NEAC 

NEAC Recommended Approval & NIH DEC Approved: 23 1 
NEAC Recommended Approval & Activities are Pending: 3 

Disapproval Recommendations from NEAC 

NEAC Recommended Disapproval & NIH DEC Approved: 2 

NEAC Recommended Disapproval & NIH DEC Approved, but for No Compensation: 2 
NEAC Recommended Disapproval & Employee Withdrew the Activity: 6 
NEAC Recommended Disapproval & the Activity is Still Pending: 23 
NEAC Recommended Disapproval & Dr, Kington disapproved the activity; 2 

NEAC Requested More Information after Initial Review 

Employee Withdrew Activity before Final Recommendation; 4 
Still Pending (NIH DEC Has Not Given Final Approval): 34 

Awards 


NEAC recommended approval for 1 0 Awards. NIH DEC approved those 1 0 Awards. 
Two of the Awards were Lecture Awards. 


*When I looked closer at the spreadsheets, 4 activities that 1 counted last time were not 
found to be within NEAC’s jurisdiction when they were presented to the Committee, so 
the Committee declined to review them. 
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, 

Ceigene Corp. 


Baker Norton Phamiaceuticals 


Wyeth-Lederle Vaccines and 

Pediatrics 

1 

NeoRx 


Albany Molecular Research 




Medarex, Inc, 


Wyeth-Lederle Vaccines 



Development of SelCIDsTM and 
Thatomid'Based Therapies for 
Cancer 


Development of Anti-EGFR 
fmmunotoxins for the Treatment of 
Malianant Brain Tumors 


Development of Papillomavirus 
Pseudovirion-Based Vaccines 


Phase 1 Study of Localization of 
Tumor Pretargeted by Murine 
B9E9Antibody/Streptavidin Fusion 
Protein (BE9 Fusion) in Patients With 
Refractory or Relapsed Non- 
Hodqkin's Lymphoma 


Utilization of BIOACTiV(TM) 
Technology for the Development of 
Compound Derivative 


Development of BLyS for the 
Treatment of Common Variable 
Immunodeficiency Disease 
Recombinant 


Development of CTLA-4 Antibody- 
Based Immunotherapies Targeted 
Against Cancer 


Optimization of HIV DNA Vaccines 
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David Nelson 


Steven A. 
Rosenberg 


George N. 
Pavlakis 


Last Name 

Libutti 
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Waldmann 


Narayanan 
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Nelson 


Rosenberg 


Pavlakis 
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Collaborator 


ImClone Systems. Inc, 


AlbaPharm, Inc, 


AlbaPharm. Inc. 


Nestec, Ltd. 


to 

£L 

Q. 

O 

0> 

Z 


IVAX Corporation 


Morphotek Inc. 


MC3. Inc. 


Title 


Targeting of Angiogenesis Using 
Antibodv-Druq Toxin Conjugates 


Clinical Development of the 
Recombinant Immunotoxin Anti-Tac 
(Fv)-PE38 As an Anticancer Agent 


Clinical Development of the 
Recombinant Immunotoxin RFB4- 
(dsFv)-PE38 As an Anticancer Agent 


Development of Screening Tests for 
Carcinogenic or Anticarcinogenic 
Compounds 


Drug and Method for the Therapeutic 
Treatment of Ovarian Cancer and 
Mesotheliomas {s5(dsFb)-PE38 


Recombinant Immunotoxin in the 
Treatment of AIDS 


Development of Mesothelin 
Antibodies for Cancer Therapy 


The Manufacture of Extracorporial 
Blood Processing Devices with Nitric 
Oxide-Releasina Polymers 


Modified 

Expiration 

Date 


6/18/2002 


9/7/2003 


9/7/2003 


10/26/2001 


5/19/2003 
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CM 


1/5/2006 


1/10/2006 
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(ra H. Pastan 
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Collaborator 


Alteon, Inc. 


Angiotech Pharmaceuticals, Inc. 


Bearsden Bio 

1 

Megabios Corporation 




Novavax, Inc. 


o 


Systolic and Pulse Pressure 
Hemodynamic improving by 

Restoring Elasticity: The Sapphire 
Studv 


Use of Paclitaxel and Other 
Microtubule-Stabilizing Agents for the 
Prevention of Restenosis and Other 
Vascular Diseases" AMENDMENT 
#5: 


Mechanism and Drug Treatment of 
Alzheimer's Disease: Excitatory 
Amino Acids and Energy Metabolism 


Preclinica! Development of Gene 
Delivery System Therapeutics for the 
Treatment or Prevention of Genetic 
and Acquired Vascular Diseases 


Development of New Drugs for the 
Treatment of Tuberculosis 


Merozite Surface Protein 1 

Expressed in Insect Cells: Process 
Development, Pre-Clinical and Initial 
Clinical Evaluation 
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Stanley 1. 
Rapoport 
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Clifton E. Barry 


Louis H, Miller 
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Lakatta 
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Collaborator 


Genentech, inc. 


Lederle Praxis (Biological Div of 
American Cyanamid) 
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Chugai Pharmaceuticals, Inc. 


Pfizer, Inc, 


Centocor, inc. 

mi 


A Study to Determine the Effect of 
Human TRAIL on Autoimmune 
Lymphoproliferative Syndrome 
(ALPS) in the MRL/lpr mouse and its 
Effect on Colonic Inflammation in the 
Murine TNBS Colitus Model 


Production of Live Attenuated RSV 
and PIV Vaccine Viruses from cDNA 


Development of Optimized Inhibitors 
of Protein Zinc Finger Domains 


A Phase 1. Open-Labeled, Dose- 
Ascending Clinical Trial of 
Immunotherapy of MRA, A 
Humanized Anti-IL 6 Receptor 
Monoclonal Antibody, in Patients \with 
Systemic Lupus Erythematosus 


JAK3 Structure and Function 

Analysis; Molecular Basis fo JAK3 
Interactions with IL-2R-GAMMA 


Randomized, Double Blind, Placebo- 
Controlled Trial of Infliximab in 
Patients with Dermatomyositis and 
Polymyositis 

Modified 

Expiration 

Date 


3/8/2002 


2/19/2002 
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Date : 
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Paul Piotz 
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Collaborator- 

Amersham Pharmacia Biotech 


Gilead Sciences, Inc. 


Glaxo Research Institute 
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American Cyanamid Company 
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Exponential Biotherapies, Inc, 


Title 

' 

Development of a Purification 

Process Using Different Types of 
Expanded Bed Resins 


Adenosine Receptor Agonists in 
Cerebral ischemia 


Genetic Determinants of Non-lnsutin- 
Dependent Diabetes Mellitus 


Precitnical Research Development of 
Small Molecular Weight 
Antiangiogenic Compounds: 
Thalidomide, Cytochalasin E and 
their Analoques 


Adenosine Receptor (A#) Gene 
Knockout Mice 


Analysis of Receptor/G Protein 
Couolina Mechanisms in Yeast 


Studies of Tristetraprolin (TTP) and 
Related CCCH Proteins 


Deteimination of Expression of Novel 
G-Protein Coupled Receptor Family 
SREB in Normal and Diseased 
Human Brain 


Enhanced Bacteriophage Anti- 
Bacteriat Therapy 
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I Awardee's Last 
Name 


TAB 24 


First Name Cash Amt 


Was 

Selecting 

Org a Subtotals b 
grantee of I/C 


Subtotals by 
largest 
recipient pei 


Washmghw Sodety for the History of Medicine 
Susan G. Komen Foundation 
' ‘ ■ Thyrad Assoc- ' 
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Awantoe’sLast 

Name 


First Name i Cash Amt 
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, Jufi-2!-l}4 06:28a!B Pror* 

tey*il?-2504 fflitlfH Fren-AiiistMt Swrilary hr Uiitlatlm ZtJ-SM-TSM 

DEPARTMENT OF health fc HUMAN services 
^ TAB 25 

i B 2m 



T"26i F.OflZ/053 r-er; 
T-K5 P.002/I1M F-7S8 


Office Of ^ Sacntery 


Tbs aaneer&r Counsel 
- Wssbingtcm, D.C. 20201 


The HonciraKte W. J- Taffiria 

QiainDan 

Caazcdttee VB, 

Hcnue of Rqpreseotaiives 

Bx^ 2125, Honso Office B wl d h^ 

-Was^imgtnQ, D.C. 2QS1S 

Dear Mr. Chainnan: 

Ills innpose of ^ Istto is to clarify file iDle of tiois Departnadat^s ktiamc^ respect ID &e 

iawgiagatrvB i tUa: vi e ws of eagloyees of tite Food and Drag Ad mi ii i sir a tioai ^DA) being 
e yq i ^prted .l^y ttie Snheomnrittae OB Ovets^ and Investi g nti n ns. OaMBrcii21,20G2,yQfii 
forwarded a Igtter to Dr. Lester Crawford, D^n^ Cwrrnrimioptt, FDA, hirfiearfbg ^at '&c 
subcommittee is isvestlgalzQgfofi coodoct of ImCUme Systems, Inc., in develi^isgBzbitas, a 
cdQxectal caocer drag. Tom lefier acted fomisvesdgaliveixilsrviewsafroAempkiyees would 
be necKssary becBOse foe sdbcoxnxoietee's mqony eosme^ FDA policiss snd procaintes 
pertmem to foe Efoxtacnatteg as wdl as ofog issues broadly ndatad to foe FDA a pprova l 
process for drugs and biologica- Furfoer, yemr letter spectficaDy stated tK«* urmr ige i pf^^ cotdd 
bexnade wifo^Departattnt’s Office of GcnerBl Counsel to jSDVide “penoDal emms^" to foe 
e 3 XQ}} 0 ysss bdngiotavsswcd. 

Subsegusstly, investigative interviews wz& five FDA en^oyees weae sdiedcled and on April 9, 
2002, an attorney fogn foe Dgartmepfs Office of Ggnoal Counsel aconrnpnmed aa PDA 
exrmkiyee TO foe first of foese interviews, to foe start edfoemtarview, foe counzuttee staff 
raaabm candueting the inteiviews i ^t pare ni fy eoq up,ssf8ri some rmnnj, abois foe attorney &nn 
the Departmeatbeisg there. Specifically, these seemed to be some qoestian as to dm role cdTfoe 
atCens^wifo respect to foe interview process. Whilefoemqari^comsnsteesiaffixiifimberasd 
fos mixmrity cozxQsxttee staff number pptod to proceed wifii foe interview, foey reqaested & letter 
fitgn foe PepartmeptexplRhimg foe ndc of aaptneys from foe Office of General Counsel with 
respect to mtsrviews of FDA en 9 lo 3 fees in foeErigtnxmatrg. 

Atfoto ofoset, it is sopottazit to note that foe Departmest xeeognizss foat foe subcmsxnittte has 
foe rigfo to invesngato sisitBcs foat foO within its jmssfoction and foat these mqinaes zn^ involve 
xzoervie^ofD^iartmeatpezsaQQeL Because fos mqtnxy involves condnet of D^amneot 
persoTmel aering wifob foe scope offoeb dudes, foe DqnntmeotoSbni to repiessat fosse 
individuals mfoeir pmscmal capac . ily, as provided for in your bfoich 21» 2002, 
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Jun-!t-M OS;Z!a» Froir i-«i r-ti, 

HarM-aW S3;l)?|ii FrorAiiistint SKrtt«r» for Lotiolation iK-SJS-niO T-II2S P.0t3/IJII4 F-7BI 


Page 2 - The HooBtaiiie W. 1 iHy” Taazm 

I wsU fike to adtess aiQf amcams file sabooimziittES 30^ iisve about connsd ficn fhc 
Dgartmiait affeniiliiiE iiiierviews of HlA eajjgyees in ftas particnlarmalta. Itis lnipmta ntip 
stnss tiua Di^iaitsicnt attomsjrs lejuesait atgdo^ces in Ibcir petsonal cs^iaei^. Thno^ 

■ Dtgiartmat attorn^ «d30 accampas7 m en^byee of HDA to an invEStigativE nttepview win not 
si&BBatQrOspatfiiiSQtafBdals about dissobstsDce of the istervietr. Parsnaotlii aa esstmg 
agEsemeat 'With fbe Coismittee, moiEovac, ai. attamejr vAo aectm^Boies an FCA eagdpycs to 
these iaosstiBatitve isteviews win not adnse asf odier FDA BEsplojee scbedolBd to be 
bitoviewedofdieraiiloscifaiiypdarmtBrnEo^ AlsQ.'OeaigdojiEes'odio have elxeady been 
nttemsoedvreiB advised afdi^ngbttsreimpeisaialctniaE^pnar to fbeiriiitEivisws. Aoy 
oagr PDA en^loyeesvidin ate sdiediiled to be imgviewed •will also be advised ofdieirii^ to 
retaio peesosal ednossL 

AdditicaiaUy, the Dqiartinait agrees fiiat 'wiOi tegisct to die imerviews i^pDA enplt^Bes in Ibis 
znatte^so oaefiotolbeFDAOSceQf Qdef ConoselreiUi^iresetitaoPDAentplDyee dasiDg 
these tTitBrvSgws. 

Ibelrevediatthe gaidalipes sat fartii above Aould address die gnbe jH i'ii niM we^c mnrp^>s aWwtV 
j^epartittenfiattocneys being jreggtt at these jgvestigaiiveinteivieivs. Moreover, itis zny 

imrfeTKtanfjfe^ Vhot the t^rmg T Tiaw mritinwt wre nery cimitee tn jagT pTnwg ft mi>ntB .' 7iwia e ty 

l^^tartoient tvi& respect to interviews of PDA employees itt other sobcomjzdttee in w ggr t j ji itfryi^ 



ce: The Hooctable John D. PinBell 

RanJoDg Weaiibcr 

The Hozioisbk James C. GreeowDod 
ChaicDSn 

-Snbe omnA tgft mt Ovenighi and Ixzvestigsticos 

Tbsi HoQoxable Peter Deizb^ 

Ranking Mecaber 

R- nhenm rfit ttw* rrn Ovezszgfat iwirt Investigations 
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TAB 26 


Turnover Rates for NIH 
Scientific Staff for FY1994- 
FY2003 

FY 

Turnover Rate of 
Scientific Staff 

1994 

6 . 56 % 

1995 

10 . 67 % 

1996 

9 . 04 % 

1997 

9 . 86 % 

1998 

10 . 42 % 

1999 

10 . 56 % 


10 . 10 % 

2001 

9 . 37 % 

2002 

8 . 75 % 

2003 

7 . 08 % 


9 . 24 % 


Turnover Rates of Title 42* 
Employees for FY2000-2003 

FY 

Title 42 Turnover 
Rate compared to 
NIH Onboard 
Count 


2 . 4 % 

2001 

2 . 4 % 

2002 

2 . 1 % 

2003 

2 . 5 % 

Avg. 

2 . 4 % 


‘Includes AD and RS pay plans only 
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Correlogic Systems, Inc. 
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TAB 27 


HOME 

OUR MISSION 
ABOUT US 
ADVISORS 
TOOLS & SERVICES 

PUBLICATIONS 

CONGRESSIONAL 

NEWS 

SITE GLOSSARY 


Our Mission 


The founders of Correlogic Systems, Inc. envision a world where the ability to 
detect the relationship between a few seemingly inconsequential bits of data out 
of trillions may change the future of mankind. 

Correlogic’s mission is to advance the early identification of various cancers and 
other diseases, and to accelerate the new drug discovery process fay applying its 
proprietary software to the development of proteomic and other biomarkers. We 
have created patent-pending diagnostic software for use by both the scientific 
research and pharmaceutical research communities and the clinical diagnostic 
market. Through licensing, joint ventures and strategic alliances, we seek to work 
with manufacturers of protein separation and sequencing tools, diagnostic kit 
manufacturers, pharmaceutical companies, the academic research community and 
others to create turn-key diagnostic systems that will revolutionize the disease 
testing and screening market. Equally important, we also provide pattern 
discovery solutions to biotech and pharmaceutical companies for use in genomics, 
molecular biology, protein sequencing, and in new drug identification and toxicity 
evaluation. 


CONTACT US 


Home I Our Mission |A&out Us t Tools & Services | Publications 
Congressional | News | Site Glossary | Contact Us 

Copyright © 2000-2004 Correlogic Systems, Inc. Alt rights reserved. 
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Correlogic Systems, Inc. 
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Patterns for Ufe" 


HOME 

OUR MISSION 

ABOUT US 

ADVISORS 

TOOLS & SERVICES 

PUBLICATIONS 

CONGRESSIONAL 

NEWS 

SITE GLOSSARY 

CONTACT US 


Introduction 

Correlogic Systems, Inc. is a clinical proteomics company engaged in the 
development of tools and processes for proteomic and genomic-based clinical 
diagnostic systems and new drug discovery. Correlogic has developed a patent- 
pending, scientifically validated methodology for the early detection of various 
cancers and other diseases through the use of high throughput bioassays and 
pattern discovery software. Our technologies have a wide range of applications for 
the creation of disease diagnostic models, biomarker discovery, and new drug 
discovery processes. 


Correlogic is also a clinical laboratory regulated under the Clinical Laboratory 
Improvement Amendments of 1988, designated to perform high complexity 
testing. Correlogic has entered into agreements to provide an ovarian cancer 
testing service in cooperation with the nation's two premier diagnostic 
laboratories, Laboratory Corporation of America and Quest Diagnostics. 


Latest News... 

On April 22, Peter Levine, President and CEO of Correlogic, appeared at the 
Biomedical Marketing Association's 26th Annual Conference in Boston, MA. He 
presented "The Importance of Partnerships In Technology Development and 
Commercialization in the Diagnostics Industry; A Case Study of Correlogic 
(OvaCheck’")". 

On April 19, the Philadelphia Inquirer writes about Correlogic's work on ovarian 
cancer detection in the article. Progress From Unraveling Proteins. 

On April 14, the Miami Herald writes about Correlogic's work on ovarian cancer 
detection in the article. New Jersey Oncologist Says Ovarian Cancer Test 
May Catch Disease Early. 

The peer-reviewed journal Bndocnne-Related Cancer, has accepted for 
publication "High-Resolution Serum Proteomic Features for Ovarian 
Cancer Detection", a paper co-authored by Correlogic's Chief Science Officer, 
Ben Hitt, along with researchers at NCI/FDA and others. This research, 
including the continued use of Correlogic's technology, was a further extension 
our previously reported ovarian cancer results. 


Correlogic's poster presentation "High-Throughput Multidimensional Mass 
Spectrometry Analysis for the Detection of Early Stage Epithelial 
Ovarian Cancer: A Serum Test for Ovarian Cancer." appeared at the 
Society of Gynecological Investigation conference in Houston, TX on March 25, 
2004. The poster presented results that were 97 percent sensitive and 94 
percent specific in validation. 

February 10, 2004, Mitsui and Co., Ltd., Tokyo, japan, makes equity 
investment in Correlogic. The companies will explore the creation of a joint 
venture in japan. Read press release. 

On January 12, 2004, Judith Reichman, M.D., medical contributor of the Today 
Show, profiled OvaCheck’*", a blood test for the early detection of ovarian 
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Correlogic Systems, Inc. 


Page 2 of 2 


cancer. New Tests and Therapies May Help Enhance the Lives of 
Women. View the interview with NBC's Ann Curry. 

On December 1, 2003, Peter Levine, President and CEO of Correlogic, 
addressed Rep. Steve Israel's (D-NY) Cancer Task Force. He spoke about the 
upcoming ovarian blood test and other technology. The event was attended by 
50 representatives from cancer advocacy and support organizations, local 
government representatives and healthcare providers. 

Genome News Network covers Correiogic's proteomic pattern technology to 
detect ovarian cancer in its earliest stage. Diagnosing Ovarian Cancer by 
Proteomics, November 14, 2003. 

The Wall Street Journal covers Correiogic's work on prostate and ovarian cancer 
detection. Tiny Protein May Lead To Better Screen Test For Prostate 
Cancer, November 4, 2003. 

On October 28, 2003, Peter Levine presented the latest developments on the 
ovarian cancer blood test. He spoke at LabCorp's Analysts and Institutional 
Investors Meeting - "Improving Patient Care Through Scientific and 
Technological Leadership." 

On September 19, 2003, Peter Levine addressed the Sixth Annual Ovarian 
Cancer National Alliance Advocacy Conference in San Francisco. 
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DF.I’ARTMENJT OF REA,LTK & HUMAN SERVICES 


TAB 28 


November 5. 2(i\2 
v^A FEDEX 




W -'ii 


Public Health Service 
National Institutes of Health 

Office of Technology Transfer 
National Instiiutes o' Health 
60" ■. Executive Bouievaro 
RocKviHe. iv/iC 20B52 


Peter J. Levine 
Presidsiu 

Correiogic S\'steni?. Inc 
6701 Democracy B)vd.. Suite 
Betbesda. Man-land 20^ 1 7 

Re; Approval of co-sitblicensc to LabCorp and 
Quest Diagnostics of exclusive iicense 
agreement beuveen PHS and Correiogic 
Systems, NIH Ref No. 1-121-01/0 


Dear Peter: 


This is to provide our approval of the proposed co-sublicsnse agreement between Correiogic 
St^stems and co-sublicensees Quest Diagnostics and LabCorp Copies of the fiiih- executed sublicense 
agreements, were earlier provided to OTT as required by the exclusive license between PHS and 
Correiogic referenced above, 


As required by Pa.ragrapii 4.02 of the license agreement between PKS and Correiogic, Paragraphs 
5.01-:',C4. S.oi, 10.01, 10.02, 12.05, 12.07-1 and Apoendb; E. Section (a) and (b) are attached to the 
sublicense agreement, and the agreement obligates LabCorp and Quest Diagnostics to abide by their 
requirements when applicable. Exhibit G of the subheense agreement includes certain qualifications to 
these pro\Tsions, which generally clarity the respectiv^e responsibilities of Correiogic. Quest Diagnostics 
and LabCoqr as to their implementation. VVe considered these, qualifications prior to approidng the 
sublicense agreement, 

We understand that the sublicense agreement witli LabCorp and Quest Diagnostics wdll facilitate 
the developmenr and deli'^eiy • of a high-throughput diagnostic apparatus that will apparently be capable of 
detecting ov'ana.!! cancer in its earliest stages using a single, drop of blood from the patient Because of 
this, and m v-jew of the substantial benefit to the public health chai will arise from the rapid development, 
testing and nnplememation of tlie technique, we arc pleased to grant our appro\-a! of the. siiblicense 
agreement 


\A'e. jooi^ fon^'ard to continuing to vj-ork w'ith you on this ‘v'ery important public health issue. 

Sincei^h'. .<• 


' rJ 




Steve Ferguson, M.B.. A, 

Deputy Director 

Division of Technology Deveiopmem and Transfer 
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Norman Clark 

From: Peter J, Levinefplevine@correlogic.com] 

Sent: Thursday, May 22, 2003 9; 18 AM 

To: Lance A. Liotta (Lance@heiix.nih.gov); 'Petricoin, Emmanuel' 

Subject: FW; info on Biospect - FYI Rick Klausner 

Lance and Chip, 

FYI - 

Peter 


Peter J. Levine 
President 

Corretogic Systems. Inc. 

6701 Democracy Blvd. Suite 300 
Bethesda, Maryland 20817 
Te!: 301 983-1376 
Fax: 301 983-2966 
E-mail' Dievine@c 0 rrel 09 i c .com 
Origtnai Message — 

From: Vince Simmon [mailto:vincent.simmonl(§)cox.net] 

Sent: Wednesday, May 21, 2003 4:15 PM 
To; pievine@correiogic.com 
Subject; info on Biospect 

Peter: it was nice talking with you today. Here is some info on your ntv, competition. I'll be in touch. 

Vince 

Biospect, Inc. 


THE COMPANY : 

Biospect is a new company based in South San Francisco. California focused on becoming the 
world leader in complex mixture analysis of biological fluids to improve preclinical drug 
development and to inform the detection, diagnosis, monitoring, and treatment of human disease. 
Biospect will implement a new class of analyses based on the identification of predictive patterns 
for specific biological states. To this end. Biospect will apply proprietaiy- separation, detection, 
and informatics technologies to define those distinct biological states. 

MANAGEMENT 


James B. Tananbaum - CEO and Chairman 

Jim is a Managing Partner of Prospect Venture Partners. Prior to establishing Prospect 
Venture Partners II, Jim served as the founding CEO of Theravance, Inc. (formerly Advanced 
Medicine, Inc.) from 1997 through 2000. Theravance is a private pharmaceutical company 
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based in South San Francisco, employs 250 people, and has raised over $300 million. 

From 1994-1997, Jim was a partner at Sierra Ventures where he played a key role in the 
healthcare technology group and led their healthcare service and health care information 
enterprises effort. During this period, he led investments and served as a Director of Intensiva 
Healthcare Corporation (NASDAQJHCC) and NovaMed EyeCare Management 
(NASDAQ:NOVA), and lead investments in Healtheon (NASDAQ:HLTH) and Amerigroup 
(NASDAQ:AMGP). >From 1991 to 1994, Jim held a series of management positions at Merck 
& Company, Inc. In 1991, Jim co-founded GelTex Pharmaceuticals (NASDAQ:GENZ) and 
served as a Director through 1 997. In 2000, Geltex was acquired by Genzyme in a transaction 
valued at approximately $1 .8B, Most recently, Jim helped found and served as start-up CEO 
for three Prospect Venture Partners portfolio companies: Infinity Pharmaceuticals, Biospect, 
and Concurrent Pharmaceuticals. 

He is a founding member of the Harvard/MIT Health Sciences and Technology Advisory 
Group, Vice Chairman of the Harvard Medical School Cell Biology and Pathology Advisory 
Council, a member of the board of directors of the California Healthcare Institute, and a 
member of the Young Presidents' Organization and the World Economic Forum Global 
Leaders of Tomorrow. 

Jim serves or has served on the Board of Directors of Theravance, Biospect, Concurrent 
Pharmaceuticals, GelTex Pharmaceuticals, Infinity Pharmaceuticals, Intensiva Healthcare, 
NovaMed EyeCare, and several other privately-held companies. 

Jim received an M.D. from Harvard Medical School, an M.B.A, from Harvard Business School, 
and B.S.E.E. and B.S. degrees from Yale University. 

Carol Dahl - Vice President, Strategic Partnerships 

Dr. Dahl most recently served as a consultant to the National Academies (National Academy of 
Science, National Academy of Engineering, and National Research Council), a consultant to 
Prospect Venture Partners, and Vice President of Science and Technology Initiatives at the 
Case Institute for Health, Science, and Technology. From 1990 to 2001 Dr. Dahl was at the 
National Institutes of Health serving as Assistant to the Director of the National Cancer Institute 
(NCI) in the area of strategic technologies where she established the Office of Technology and 
Industrial Relations (OTIR) and served as the first Director; Program Director of the 
Sequencing Technology Branch at the National Center for Human Genome Research 
(NCHGR); and Guest Researcher at the Advanced Technology Program (ATP) in the National 
Institutes of Standards and Technology, Department of Commerce. During her tenure in the 
federal government Dr. Dahl initiated pioneering technology programs totaling several hundred 
million dollars that are having a significant impact on the development of genomics, 
transcriptome analysis, and proteomic technologies: nanotechnology based tools; in vitro and 
in vivo molecular monitors; molecular imaging; and the integration of biomedical information 
science and technology into biomedical research. 

Dr. Dahl was previously on faculty of the University of Pittsburgh and the Pittsburgh Cancer 
Institute, Dr. Dahl received a bachelors degree with Honors from the University of Iowa, and a 
masters and doctorate from the University of Wisconsin-Madison. She received postdoctoral 
training at the Karolinska Institute in Stockholm, the Pasteur Institute in Paris, and the 
Immunobiology Research Center at the University of Minnesota, 
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Pete Foley - Vice President, Engineering 

Mr. Foley has over 20 years of industry experience in systems design, product planning and 
development, ASIC and microprocessor design and development. He recently founded nBand 
Communications, a fabless semiconductor startup developing programmable baseband and 
MAC solutions for the broadband wireless market. He was President & CEO and acting VP 
Systems Engineering at nBand, raised S21M in two rounds, and grew the team to 48. 

Prior to nBand, he was an Entrepreneur-in-Residence at Benchmark Capital, where he 
founded Travertine Systems, a company specializing in home networking technology over 
POTS twisted pair, which was subsequently acquired by Epigram (now Broadcom). 

Prior to Travertine, he played key technical and management roles at Chromatic Research, 
SuperMac Technology, and Apple. He served as acting VP Marketing at Chromatic, and later 
ran Systems Engineering. While at SuperMac. Mr. Foley created the IC Technology group and 
as Director of Graphics Products oversaw the development of one of the industry’s first 
Rambus based graphics controllers. 

At Apple he was an early member of the Newton team where he served as principal Newton 
hardware architect and the program manager for the Hobbit microprocessor development. 
While a graduate student at U.C. Berkeley, he led the micro-architectural design of SOAR 
(Smalltalk On A RISC). He holds a BSEE degree from Rice University and an MSCS from 
U.C. Berkeley. 

Jonathan Heller - Vice President, Information and Project Planning 

Dr. Heller was most recently Director of Informatics at SurroMed, a company focused on 
biomarker discovery. Previously, he led the data mining group at Exelixis, a model-organism 
genetics company. Dr, Heller received a bachelors degree with Honors in Applied 
Mathematics from Harvard University, He did his doctorate at University of California, 

Berkeley in Biophysics, where he was a Howard Hughes Pre-doctoral Fellow, 

John T. Stults - Vice President, Analytical Sciences 

Dr, Stults widely recognized for his contibutions in mass spectrometry and proteomics. He 
was a Senior Scientist and the head of the Research Mass Spectrometry Laboratory at 
Genentech from 1 987 to 2002. During that time, he developed methods for peptide 
sequencing, disulfide determination, glycosylation and phosphorylation analysis, and 2D gel 
electrophoresis. He was co-recipient of the 2002 ASMS Distinguished Contribution Award for 
his pioneering work in protein identification from gels by mass spectrometry. He has published 
70 papers and book chapters, and he is a member of the editorial boards of Molecular S 
Cellular Proteomics and the Journal of Proteome Research. He received a B.A. in Chemistry 
from the College of Wooster (Ohio) and Ph.D. in Analytical Chemistry from Michigan State 
University. 

Dan Miller - Vice President, Finance and Administration 

Mr. Miller most recently served as Vice President, Finance and Administration of Photuris (a 
Greylock company) where he managed all fund raising and administrative efforts. Photuris 
completed 2 rounds of private financing and raised over $80 million. Photuris has successfully 
launched its products worldwide. 
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From 1997 to 2000, Mr, Miller served as Corporate Controller of Extreme Networks where he 
managed all areas of finance including financial planning, treasury, order management, 
manufacturing accounting, accounting services, and international operations. While at 
Extreme, the company raised two rounds of private financing totaling $33 million as well as a 
$130 million initial public offering and a $600 million secondary offering. 

Prior to Extreme Networks, Dan held a senior treasury position at Genentech where he 
managed all aspects of treasury and was involved in strategic tax issues. In addition, he led 
many business development deals involving the licensing or acquisition of technology through 
either cash or equity investment, 

Dan began his career with the Deloitte & Touche. He is a C.P.A. and holds and M.B.A. from 
Carnegie-Mellon University and B.A from John Carroll University. 


6,'8'2004 
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BOARD OF DIRECTORS 


James Tananbaum, Chairman 
Richard Klausner, Director 

Dr. Richard D. Klausner has been named Executive Director of the foundation’s global health 
program. Dr. Klausner is the former Director of the National Cancer Institute (NCI) where he 
led the nation's cancer program. 

As director of NCI, Dr, Klausner led one of the world's largest research and health agencies 
creating successful national and international programs aimed at applying science and 
technology to improving the public health, NCI oversees one of the largest clinical trial, drug 
development and surveillance and epidemiology programs worldwide. NCI also administers 
the second largest HIV/AIDS programs worldwide. At NCI, Dr, Klausner, along with Dr. 

Anthony Fauci, oversaw the creation and development of the Vaccine Research Center. As 
NCI’s director, Dr. Klausner managed a S4.5 billion budget and a staff of 5,000 employees. 

Most recently, Dr. Klausner served as Senior Fellow and Special Advisor to the Presidents of 
the National Academies for Counter Terrorism and Liaison to the White House. 

Dr. Klausner is well known for his work in cell and molecular biology. Dr. Klausner has served 
as chief of the cell biology and metabolism branch of the National Institute of Child Health and 
Human Development, He has served on numerous advisory committees and is the past 
president of the American Society for Clinical Investigation. He is the author of more than 280 
scientific articles and several books, and has received numerous awards and honors. He is a 
member of the National Academy of Sciences and the Institute of Medicine, 

Russell Hirsch, M.D., Ph.D., Director 

Russell is a Managing Partner of Prospect Venture Partners. Prior to establishing Prospect 
Venture Partners II, Russell was a member of the Health Care Technology Group at Mayfield. 
Rejoined Mayfield in 1992, served as a Venture Partner from 1993 to 1994 and as a General 
Partner from 1995-2000, Russell played a key role in Mayfield's investment activities in the 
biotechnology and medical device sectors. As an Associate, he participated actively in the 
incubation of Millennium Pharmaceuticals and as a General Partner he was responsible for the 
incubation of Intuitive Surgical Devices both of which are now publicly traded. (NASDAQ; 
MLNM), (NASDAQ:ISRG). 

Prior to Mayfield, Russell was at the University of California San Francisco from 1 984-1992 
where he was engaged in biomedical research. His work, published in a variety of respected 
journals, focused on important aspects of hepatitis B viral replication. His descriptions of the 
reverse transcription and packaging functions of polymerase gene products merited publication 
in Nature. 

Russell serves or has served on the Board of Directors of Intuitive Surgical, Sunesis, Valentis 
(NASDAQ: VLTS), Alsius, Orquest, Infinity Pharmaceuticals, Genpath and several other 
privately-held companies. Russell serves on the Boards of the Bay Area Bioscience Center 
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and Interplast. 

Russell holds an M,D. and Ph.D. in Biochemistry from the University of California. San 
Francisco and a B.A. in Chemistry from the University of Chicago. 

Richard Zare, Director 

Richard N. Zare is the Marguerite Blake Wilbur Professor in Natural Science at Stanford 
University. He is a graduate of Harvard University, where he received his B.A. degree in 
chemistry and physics in 1961 and his Ph.D. in chemical physics in 1964. In 1965 he became 
an assistant professor at the Massachusetts Institute of Technology, but moved to the 
University of Colorado in 1966, remaining there until 1969 while holding joint appointments in 
the departments of chemistry, physics and astrophysics. In 1969 he was appointed to a full 
professorship in the chemistry department at Columbia University, becoming the Higgins 
Professor of Natural Science in 1975, In 1977 he moved to Stanford University. 

Professor Zare is renowned for his research in the area of laser chemistry, resulting in a 
greater understanding of chemical reactions at the molecular level. By experimental and 
theoretical studies he has made seminal contributions to our knowledge of molecular collision 
processes and contributed very significantly to solving a variety of problems in chemical 
analysis. His development of laser induced fluorescence as a method for studying reaction 
dynamics has been widely adopted in other laboratories. 

George Whitesides, Director 

Dr. Whitesides received an A.B. degree from Harvard University in 1960 and a Ph.D. from the 
California Institute of Technology (with J.D. Roberts) in 1964. He was a member of the faculty 
of the Massachusetts Institute of Technology from 1963 to 1982, He joined the Department of 
Chemistry of Harvard University in 1982, and was Department Chairman 1986-9. He is now 
Mallinckrodt Professor of Chemistry at Harvard University. 

He received an Alfred P, Sloan Fellowship in 1968; the American Chemical Society (ACS) 
Award in Pure Chemistry in 1975; the Harrison Howe Award (Rochester Section of the ACS) in 
1979; an Alumni Distinguished Service Award (California Institute of Technology) in 1980; the 
Remsen Award (ACS, Maryland Section) in 1983, an Arthur C. Cope Scholar Award (ACS) in 
1989; the James Flack Norris Award (ACS, New England Section) in 1994; the Arthur C. Cope 
Award (ACS) in 1995; the Defense Advanced Research Projects Agency Award for Significant 
Technical Achievement in 1 996: the Madison Marshall Award (ACS) in 1 996; the National 
Medal of Science in 1998; the Sierra Nevada Distinguished Chemist Award (Sierra Nevada 
Section of the ACS), The Wallac Oy Innovation Award in High Throughput Screening (the 
Society for Biomolecular Screening) in 1999, and the Award for Excellence in Surface Science 
(the Surfaces in Biomaterials Foundation) in 1999: and the Von Hippel award (Materials 
Research Society) in 2000. He is a member of the American Academy of Arts and Sciences, 
the National Academy of Sciences, and the American Philosophical Society, He is also a 
Fellow of the American Association for the Advancement of Science and the New York 
Academy of Science, a foreign fellow of the Indian National Science Academy, and an 
Honorary Fellow of the Chemical Research Society of India. 

Judith Swain, Director 

Dr. Judith L, Swain is the Arthur L, Bloomfield Professor of Medicine and Chair, Department of 
Medicine, Stanford University School of Medicine. Dr. Swain came to Stanford in December, 
1996 from the University of Pennsylvania where she was the Herbert C. Rorer Professor of 
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Medical Sciences, Professor of Genetics, and Director of Cardiovascular Medicine, Dr. Swain 
received her undergraduate education at the University of California, Los Angeles, and her 
medical education at the University of California, San Diego, before moving to Duke University 
to complete training in Internal Medicine and Cardiovascular Medicine. She then joined the 
faculty at Duke where she became widely known in the field of molecular cardiology, and 
pioneered the use of transgenic animals to understand the genetic basis of cardiovascular 
development and disease. She has held continuous research funding from the NIH for over 20 
years, and holds an NIH M.E.R.l.T Award for her work on the developmental biology of the 
cardiovascular system. Her research interests are centered on the role of growth factors in 
angiogenesis. 

Dr. Swain has served in numerous national leadership roles. She was elected President of the 
American Society of Clinical Investigation in 1995, and that same year was appointed to the 
Advisory Council of the National Heart Lung and Blood Institute. She has served on the NIH 
Director's Standing Committee on Clinical Research, on the Advisory Council of the Director of 
the NIH, and as the Chair of the National Heart, Lung, and Blood Institutes Director's Review 
Committee. Dr. Swain also served as Director of the US/Russia Cardiovascular Biology 
Program at the NIH. Dr. Swain currently serves as a member of the NIH National Advisory 
Research Resources Council, and as a member of the National Research Councils Committee 
on Space Biology and Medicine of the Space Studies Board. She has served on the Scientific 
Advisory Board of the Pharmaceutical Research Institute of Bristol-Myers Squibb 
Pharmaceutical Company and the Donald W. Reynolds Foundation, and currently serves on 
the Scientific Advisory Boards for the Wellcome Trust (International Advisory Committee), 
Burroughs Wellcome Foundation (Chair of Translational Medicine Committee), the Doris Duke 
Charitable Foundation, and the Pasarow and Kirsch Foundations. Dr. Swain has been elected 
to a number of honorary societies including the Association of American Physicians, the 
American Society for Clinical Investigation, the Association of University Cardiologists, the 
American Clinical and Climatological Society, and the Institute of Medicine. 

William Perry, Director 

William J. Perry, Hoover Institution senior fellow, is the Michael and Barbara Berberian 
Professor at Stanford University, with a joint appointment in the School of Engineering and the 
Institute for International Studies. His previous academic experience includes professor (half- 
time) at Stanford from 1988 to 1993, during which time he was codirector of Stanford's Center 
for International Security and Arms Control. He also served as a part-time lecturer in the 
Department of Mathematics at Santa Clara University from 1971 to 1977. 

Perry was the nineteenth United States secretary of defense, serving from February 1 994 to 
January 1997. His previous government experience includes deputy secretary of defense 
(1993-94) and undersecretary of defense for research and engineering (1977-81). 

Perry's business experience includes laboratory director for General Telephone and 
Electronics (1954-64); founder and president of ESL (1964-77); executive vice-president of 
Hambrecht & Quist (1981-85); and founder and chairman of Technology Strategies and 
Alliances (1985-93). He serves on the board of directors of United Technologies, Hambrecht 
Quist, the Boeing Company, and a number of emerging high-tech companies. 

He received his B.S. and M.S. degrees from Stanford University and his Ph.D, from 
Pennsylvania State, all in mathematics. He is a member of the National Academy of 
Engineering and a fellow of the American Academy of Arts and Sciences. From 1 946 to 1 947, 
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Perry was an enlisted man in the Army Corps of Engineers and served in the Army of 
Occupation in Japan. He joined the Reserve Officer Training Corps in 1948 and was a second 
lieutenant in the army reserves from 1950 to 1955. 

Bryan Roberts, Director 

Bryan Roberts joined Venrock in 1997 and is now a General Partner involved with the firm's 
activities in healthcare based in Menlo Park, CA. Prior to joining Venrock, Bryan worked at 
Kidder Peabody & Co., Inc. in investment banking. Bryan is responsible for Venrock's 
investments in lilumina and Nanosys, and currently serves on the boards of several private 
companies including athenahealth, Biospect, Concurrent Pharmaceuticals, First Genetic Trust, 
Microbia, Surface Logix and Xenoport. 

Bryan received his Ph.D. in Chemistry and Chemical Biology at Harvard University and 
graduated from Dartmouth College, where he obtained a B.A. in Chemistry. 

Robert V. Gunderson, Jr., Director 

Bob is a Senior Partner, Gunderson Dettmer Stough Villeneuve Franklin & Hachigian, LLP. 
Bob Gunderson is a founding partner of one of the pre-eminent law firms foremerging growth 
companies, with offices in Menlo Park, CA; Austin. TX; Boston. MA; and New York, NY. Since 
it's founding in 1995, the firm has been responsible for more than 100 public offerings, over 

I, 000 venture and other private financings, 800 strategic alliances, and 151 mergers and 
acquisitions. Mr, Gunderson is a nationally recognized authority in the areas of venture capital 
and the private and public financing of technology companies, Mr. Gunderson holds a JD 
degree from the University of Chicago, where he is currently a member of the Law School's 
Visiting Committee and was Executive Editor of The University of Chicago Law Review. Mr. 
Gunderson received an MBA in finance from The Wharton School of the University of 
Pennsylvania and an MA from Stanford University. Mr. Gunderson currently serves as a 
member of the Board of Directors of several private technology companies. 

Ken Nussbacher, Director 

Ken Nussbacher is currently a Fellow at Affymetrix, Inc. and a consultant to Versant Ventures. 
He joined Affymetrix in 1 995 as Executive Vice President and Chief Financial Officer and was 
subsequently head of Business and Legal Affairs. Mr. Nussbacher joined Affymax N.V. (the 
pioneer of combinatorial chemistry and parent of Affymetrix) in 1 989 and served as Executive 
Vice President until the sale of Affymax to Glaxo Wellcome in 1995. His prior work experience 
included two high technology companies and a major law firm, Mr. Nussbacher has been a 
Director of Symyx Technologies (SMMX), a combinatorial materials science company, since 
1995 and of Xenoport, Inc,, a privately held biotechnology company with expertise in 
engineered bioavailability, since 2000. He joined the Board of Biospect in 2002. He holds a 

J. D. from Duke University and a B.S. in Physics from The Cooper Union. 
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Norman Clark 


3m: Peter J. Levirie (p!evine@co!Telogic.com] 

^dnt; Thursday, July 03, 2003 5;1 1 PM 

To: 'Brand, Kevin (NlH/NCi)' 

Cc; 'Liotta. Lance (NIH/NCt)'; ’Petricoin. Emmanuel (FDA/CBER/0)'; 'whiteleyg@ncifcrf gov' Reid 

G Adler 

Subject: RE; MOU 


Kevin, 

August /Secteraber I'0C2 . 

Have a gre.at 4~h. 

Peter 

Peter J. Levine 
President 

Correlocic Systerr^s. Inc. 

6'701 Democracy Blvd- Suite 300 
Bethesda, Maryland 2CS"~ 

Tel: 301 583-1376 
Fax; 301 583-2566 
-nail : pisvineC»correlogic. con 


iraent 


legotiating the same 
: language canncr be 


Original Message 

From; Brand, Kevin [KIH/NCI! [naiitcbDrandicgmail. nih.gov] 

Sent: Thursday, July 03, 2003 11:42 AM 
To: 'plevine0correlogic.corri’ 

Cc: Liotta, Lance (OIH/MCI}r Petricoin, Eirumanuei (FD-A/CBER/O) ; ' whiteleygSncif or f . gov ' 
Subject: MOU 


Peter : 

The MOU revisions were looked over by everyone in the group, and I believe the consensus 
is that we prefer at this point to use the previous version I had prepared. We feel the 
previous version addressed the need to maintain open rapport between the parties in a way 
that clearly does not restrict our need to drive the device validation process. Note that 
we are sensitive to your business dealings tnat you might be conducting separately, and in 
no way wish for you to be left out of this process to your detriment. Your version does 
have language which is indeed true; that the focus of our efforts is to incorporate 
components which will speed the device approval process and which show the most scientific 
promise. We also wish to ensure that Labcorp/Quest are made aware of the process, as your 
sublicensees are critical to bringing this device to t.hs market. This being the case, is 
there any way that. Correlocic can consider the MOU version I prepared? 

Thanks, Kevin 
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Norman Clark 


3m: 

^ent: 

To; 

Subject: 


Peter, I took the 
feelings are that 
Irrespective cf t 
the choosing of t 
uncomfortable wit 
distinction you t 
chat language you 
reconsider? 

Kevin 


Brand. Kevin (NIH/NC!) |brandk@mail.nih.gov] 
Monday. July 07, 2003 2-4? PM 
’p!evine©correiogic.com’ 

MOU 
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Norman Clark 


rom: Peter J. Levine [plevine@coiTelogic.com] 

jent: Monday. July 07. 2003 5'45 PM 

To: 'Brand, Kevin (NIH/NCI)' 

Cc: Reid G Adler 

Subject: RE' MOU 



Fecer J. Levine 
President 

Ccrrelogic Systems. Inc. 

6701 Democracy Blvc. Suite 300 
Bethesda, Maryland 2081“ 

Tel: 301 963-1376 
rax: 301 983-2966 
“,-mail: pie vineC^cor relogic, com 


Original Message 

From; Brand, Kevin (N!K.''NCI5 [mailtoibrandkdniaii. nih.gov] 
Sent: Monday, July 07, 2003 2:47 PM 
To: 'plevine&correiogic. com’ 

Subject: MOU 


Peter, I took the time to share your feelings on the MOU with the NCI/FDA group, but their 
feelings are that it is absolutely critical that we drive the device validation process. 
Irrespective of the favorable language changes you recently made (i.e., recognising that 
the choosing of components is done with the public interest perspective in mind), we feel 
uncomfortable with the language you propose. We feel that the FDA would not recognize the 
distinction you propose in section 2 of the MOU, and tnus it makes us uncomfortable with 
that language you are suggesting. Tc put this .matter to be for everyone's sake, might you 
reconsider? 

Kevin 
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om: Brand, Kevin (NiH/NCl) [brandk@mai!.nih.govl 

Sent: Tuesday, July 08, 2003 8:32 AM 

To: 'Peter J. Levine' 

Cc: Reid G Adier 

Subject; RE' MOU 




Ser.i;: Monday, , zouo 5:45 PM 

Tc: Branc, Kt 

Subjec-o: S£: MOD 


Kevin, 

I bumped into Cnip and Lar.oe as they were exiting a meeting in my building this afternoon 
(which raises another issue, but I will leave that tor another time), and there seems tc 
be some confusion. Both Chip and Lance said that they did not nave a problem witn our 
language, as long as Ccrreiogic was not making the final decision unilaterally. Nothing in 
our proposed language suggests or implies that Corre.locic would be the final arbiter of 
the submission tc TOk. Bather, the clear intent (and I believe langauge' of what we 
drafted explicitly states that if the Pi's can't agree, that the matter gets bumped 
upstairs to the individuals who signed the MOO. It is the essence of due process. How can 
' 'hat be a probiemC-' 

Peter 

Peter J. Levine 
President 

Correlogic Systems. Inc. 

5701 Democracy Blvd. Suite 300 
Bethesda, Mervland 20817 
Tel: 301 583-1376 
Fax: 301 983-2966 
E-mail; plevineC«correiogio.com 


Original Message 

From: Brand, Kevin (NIH/NCI) (mailto:brandki?miaii .nih.gcv] 
Sent: Monday, July 07, 2003 2:47 PM 
To: 'plevine&correlogic.corri' 

Subject; MOU 


Peter, 1 too)-, the time to share your feelings on the MOU with the NCI/FDA group, but their 
feelings are that it is absolutely critical t.hat we drive the device validation process. 
Irrespective of the favcratie language changes you recently made (i.e., recogniting that 
the choosing of components is done with the public interest perspective in mind) , we feel 
uncoroiortaole with the language you propose. We feel that the FD.A would not recognize the 
distinction you propose in section 2 of tne MOL, and thus it rriakes us uncomfortable with 
that language you are suggesting. To p'ut this natter to be for everyone's sake, miight you 
•eccnsioer" 
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Norman Clark 


om: Peter J. Levine [plevine@correlogic.com] 

oent; Tuesday, July 08, 2003 9:25 AM 

To: ‘Brand, Kevin (NlH/NCiy 

Subject: RE: MOD 



Just 


thought . 


Presiciant 

Correiogic Systems. Inc. 

6701 Democrscy Blvd. Suite 300 
Bethesda, Merviand 2081“ 

Tei: 301 963-1370 
Fax: 301 983-2966 
F-rr.ail : c levine&ccr re logic . co.t 


Original Message 

From; Brand, Kevin (Nlii/NCI) [mailto :brandkl5m3ii .nih . gov] 
Sent: Tuesday, July 08, 2003 S;32 .AM 
To: 'Peter J. Levine' 

Cc: Reid 0 Adler 
Subject: RE: MOU 


Let me check on this. My earlier discussions showed otherwise, but let me clarify with 
the group and get back with you. 

Original Message 

From: Peter J. Levine [mailtc-:plevine§ccrrelogic.com3 
Sent: Monday, July 07, 1003 ::48 ?M 
To: Brand, Kevin [NIK.^NCI; 

Cc: Reid G .Adler 
Subject: RE: MOU 


Kevin, 

I bumped into Chip and Lance as they were ex; 
{which raises another issue, but I will leav« 
be some coniu-sion. Beth Chip and Lance said 
language, as long as Correiogic was not makii 
our proposed language suggests or implies th< 
ha submission to FD.A. Rather, the clear irh 
drafted e.xplicitly states chat if the FI's a 
upstairs to the indivcd-als who signed the Mi 
that be a problem? 


g a meeting in my building this afternoon 
at for another time), and there seems to 
t they did not have a problem with our 
he final decision unilaterally. Nothing in 
orrelcgic would be the final arbiter of 
.'and I believe iar, gauge) of what we 
agree, tnat the m:.atter gets bumped 
It is tne essence of aue process, Kow can 
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Peter, Z tooV. the time to snare your feelings on the MOU wj 
feelings are that it is eosolutely critical that we drive ; 
Irrespective of the favcrahle language changes you recently 
the choosing of components is done with the public interest 
uncomfortable with the language you propose. We feel that 
distinction you propose in section 2 of the MOU, and thus ; 
tnat language you are suggesting. To put this matter to bi 
reconsider? 


th the NCI/FDi. group, but their 
•he device validation process. 

■ made (i.e., recognizing that 
perspective in mind) , we feel 
the FDA would not recognise the 
t miakes us uncomf ortable with 
: for everyone's sake, might you 


Kevin 
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Norman Clark 

om: Brand. Kevin (NIH/NCI) [brandk@matl.nih.gov] 

^ent: Wednesday. July 09, 2003 12:15 PM 

To; 'plevine@correlogic.com' 

Subject: MOU 



69 



705 


Borman Clark 


. jttj: 
Sent: 
To; 

Subject; 


Petricoin, Emanue! (petncoin@cber.FDA.gov] 

Thursday, July 10, 2003 8'33 AM 

'liott3t@mai(.niri.gov‘. ■PLEVINE@correlogic.com': 'brandk@mai!.nih gov' 
Correlogic-NCI MOU 



On an ongcino basis, anc well before the setting cf any finai product system design goals 
and specifications, KCI and Ccrrslooic shall discuss in good fa:tr. and seeK to agree on 
such coals and speoificaticns . Given the great public health benefit expected by the 
Parties in the rapid approval and comniercialicaticn of tne product, both paties will act 
in good faith to resolve any aisputes and will rely on GLP and scientific rr.srit to weigh 
design specifications and selection of specific components. Both parties acknowledge t'nat 
Federal Law such as 21CFR£20.i0 and 21CFS6'20.30ie) will need to be adnered to for all 
clinical applications. And in no event will any Party set, submit or announce any design 
goals and specifications, including the selection of component devices, that have not 
first been proposed and reasonably agreed to by the other Parties, .^iii parties to this 
RAD.A acknowledge that reaching agreement on such decision.5 will substantially impact the 
peed at which approved prooucts can be coroinercialized. Thus, if the CFAD.A Principal 
nvestigators and managirient teams formed under Federal Regulations cannot reasonably agree 
on the final product system design goals and specifications, the signatorie-s to this 
shall meet to resolve in good faith any such disputes... 

Continue as per the original language 

Chip 


Sent from my BlackBerry Wireless 


Handheld 
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07 



Petsr J. Levin* 

Presicisnt 

Correlogic Sysierrs. Inc. 

£701 Derr.ocracy Elvd. Suite 500 
Bethssda, Marviand I'Ofli 
Tel; 301 98:--137£ 

"aj;^ 501 953-2966^ 

Oricinal Messsos 

Frorr.: Brand, Ksvin iK-IH.-'HSp [inailtc :trand>:ftr;aii . r.ih. ocvl 
Sent; Friday, July IB, 2005 10;1C 
To: 'Peter J. Levine' 

Subject: RE: Silence 

Hi, my email on Monday is below. My question, is that section 2 and 3 1 believe we had 

previously agreed to, but the latest revrsion had different language. 

Peter, looV.ing over what you sent in light of earlier versions of the MOL', most of the 

highlighted text in articles 3 and 4 we had previously agreed tc. hs 1 now lool: at the 

version 1 was sent from you dated June 2''th, much of the highlighted items did not e.'-.ist 
in that version of the agreertient. Tnus my understanding was that articles 5 and 4 were 
pretty much ironed out; only article 2 was stiil being contendec. 

Also, I want to confirm that all the parties wash tc ret£.in the fc:j.iowrnc sentence in 
section 2: ".Accordingly, all Farcies shall have the right to provide input insofar es 
defining and suggesting what components become part of the conte.mpiacec niarr.etec pu'ocuct, 
and chocsing the iT.anuiacturer is; of the product." 

Kevin Brand 

Technology Transfer Specialist 

National Cancer Institute 

£120 Executive Blvd.,' Suits 450 

Rocxviile, MC lOBSE-'isl 

ph. :301) 451-4i6o; idOli B.4£-5<£5 

Sent; Thursday, July I'-, IC 
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Norman Clark 


•om; 

Sent: 

To: 

Cc; 

Subject: 


Peter J. Levine [plevine@correiogic.com] 
Tuesday. July 22. 2003 7:57 AM 
'Petricotn, Emanuel’; 'brandk@mai!.nih-gov' 
'rgadler@comcasLnet’: 'liottal@maiI-nih-gov' 
RE: Silence 



Please understand that Corrslogic cannot agree tc a CHAD.-, (or MOU)ir. which the 
Clinical Proteorrdcs Reference Laboratory has the final authority to decide about component 
selection, notwithstanding the merits of Correlogic’s views. This is a huge and 
fundamental issue for us. Discussions in "good fait.h” are not sufficient if this permits 
SAIC or an S.AIC advisory committee (that we didn't even know was tc be convened) to impose 
their own views about what components are appropriate. Correlogic has a broader 
responsibility under its license from PHC to develop a aevice that is net only appropriate 
•but is also amenable to enpeditious practical application. The bottom line for us is that 
.f the Principal Investigators cannot agree on the platform, then the signatories tc the 
CRAD.R will have tc resolve such questions. ' This was acceptable last August to NCI and 
FDA, as reflected in Karen Maurey’s September 12 letter — why is it a make or break issue 
for NCI/FDA today? 

Also, Correlogic cannot agree to a CRAD.A in which it does not attend meetings with 
the FDA, nor have a true voice in deterrrdning regulatory strategy. Attendance by 
Correlogic is not, to my knowledge, proscribed by FDA re-gulatior.s and it should be helpful 
to all parties. Frankly, it will be critical for Correlogic to attend, given its 
responsibility for coirmercialiting the approved device. This doesn't diminish NCI's 
authority or responsibility as the ‘’Applicant." And, as you will recall, Karen Maurey’s 
letter accepted this proposition last September, reflecting agreement at that time by 
FDA’s Bea Droke. Ten months later, why is this also become a make or break issue for 
NCI/FDA? 

For both of these issues, it seems clear to us that NCI and FDA technology transfer 
policies can best serve the public good o.niy if they accommodate CRADA collaborators. 
Unfortunately, we didn’t have an opportunity yesterday to discuss them with Dr. Anna 
Barker . 


In many respects, the bulk of negotiations on CR.ADA .Amendment #1 and the MOU have 
been completed for several weeks. I've attached a VJord document that reiterates the 
changes we need to see in two paragraphs of NCI,^F0A's prior draft MOU. Our "red-line" of 
July li. tc the entire MOU is also attached for convenience. Kith the hope that NCI and 
FDA will re-think and accept our position on these two issues, for purposes of fine-tuning 
the final language, I'.m wondering whether the principals and their counsel m.ight meet for 
pizte and beer early next week, ar.d agree that" the te>;t has tc be completed before we run 
out of food? That might get us to closure faster tnan another round of track changes. 

I 'd love to have the -CRAD.A comir.ittee review our case in A.ugust ; 
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6'Oi Deniocracy Elvd. 200 




Wow, this really seems tvv’iiight tone Co me. I basically thought chat the mour and crada 
issues- fda meetings, etc. Had been agreed to, and that the only issue was what happens if 
the parties disagree on the platform. The language vis a vis fda meetings I thought had 
been beat to death already, and the changes already implemented by dozens of rounds of 
track changes. The agreed to language had references where the nci would talk with 
correiogic before any fda meeting and provide them with an meeting summery within s set 
and short period of time therafter- this language was in previous documents and not 
objected to by Correlogic-although it now seems like this is new {to me)- why wasnt this 
brought up before in the last draft??????????????? 


Jhip 

Sent from my EiackBerry Wireless Handheld 


Original Message 

From: Peter J. Levine <plevine§corr6iogic.com> 

To: 'Brand, Kevin (KIH/NCI)’ <brandk&maii.nih.gcv> 

CC: Reid G Adler <rgadler(5comcast.nec>; 'Petriccin, Emanuel’ <p6tricoinC«cber.FDA.gov> 

Sent: Mon Jul 21 15:25:35 2003 
Subject; RE: Silence 

Kevin, 

I will look at the language in more detail, but on the point of Correiogic attending FDA 
meetings, this was explicitly stated in Karen Maurey's September 12 letter; Beatrice Droke 
of the FDA was a participant in the August 15, 2002 meeting where these points were agreed 
to (and she is a "cc" on that letter), and, if NCI is intending to transfer the 510K/PMA 
to Correiogic {and obviously FDA knows this, even now), on what basis would they object to 
our attendance at such meetings? 

Peter 


Peter J. Levine 
President 

Correiogic Systems, Inc. 

6701 Democracy Eivd. Suite 3D0 
'ethesda, Marviand 20517 
el; 301 983-1376 
Fax: 301 983-2566 
E-mail ; plevineScorrslogic . coiti 

Original Message 
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Norman Clark 

/om: PetfiCOin. Hmmsnuei [petncoin@cber.fda gov; 

Sent; Tnursday. March 14 2002 4:55 PM 

To: 'PLEVINE@correiogic.com': 'Jance@hellx.nih.gov': ’bhiti@correiogic.cor. 

Subject: News from caJifornia 
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Norman Clark 

'rom; Petricoin. Emmanusi |petrjcoin@cber.fda.govj 

jent: Friday. April 19. 2002 6:21 PM 

To: 'plev!ne@coiTeiogic.com'; 'bhitt@correlogic.com': Petricoin Emmanuel: ’lance@helix.nih, gov' 

Subject: Re: Thanks 
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Norman Clark 


Torn: 

oent; 

To: 

Cc: 

Subject: 


Petricoin. Emmanuel [petricoin@cber fda.gov] 
Monday, August 05. 2002 6;59 AM 
'plevine@correlogic.com.': Petncoin, Emmanuel 
'Dhitt@correlogic.com' 

Re; BD 



Chip 

Emanuel Pecriccin, ?h.D. 

Co-Directcr 

FDA.-NCI Ciir.icsi Prcteomics Prograrr. 


Sent from my BlackBerry Wireless Handheld (www.BiackBerry.net) 


Original Message 

“rom: Peter J. Levine v'pievineSccrreic 
'o: Emanuel F Petricoin <p6tricoin'5Cbe 
CC: Ben Hitt <br.ittC'ccrr£iogic.com,> 

Sent: Fri .s.ug 02 1B:23:07 2002 
Subject: ED 

Chip, 

Rick Ivey from ED called, asking to resume our dialog about how they can work with us (he 
wanted to meet). I told Rick that I could not discuss the licensing cf any diagnostic 
tests or our technology related to diagnostic tests for the time being as I have just 
signed a "stand still" agreement in that regard. However, I did tell him. that we 
(Correlogic FDA/NCI i are still very interested in finding an equipment manufacturer that 
can put together a wor);abl6 alternative to SELDI-TOF. 

Rick mentioned that BD had extensive tal):s with both Ciphergen and Lumicyte and concluded 
that they would not work with either company because of the fight over the IP. He also 
said that BD had found several other •'platforms" from smaller companies that he believes 
may work. I suggested that we could talk about this, particularly if you and/or Lance were 
part of the discussion. So, what does next Thursday look like? 


gic. co.m> 
r . f da . gov> 


Peter 


I suggested that 
Peter J. Levine 
President 

Correlogic Systems. Inc. 

6701 Democracy £lvd. Suite SCO 
Bethesda, Maryland 20617 
'si: 501 96:'-:57C; 

E-rr.aii : pievine&correlogic. com 
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Norman Clark 


m-. 

oent; 

To: 


Petricoin. Emmanuel {petricoin@cber.FDA.gov) 

Tuesday, June 17 . 2003 7;37 .AM 

'whiteleyg@ncifcrf.gov'. 'lance@he!ix.nih.gov‘: Petricoin Emmanuel; Fusaro. Vincent ‘ 
'arOekani@cber.fda.gov'. ■veenstra@ncifcrf.gov'; 'conrads@ncifcrf.goV. Johann, Don ’ 
Salty: ‘mckeonk©ndfcrf.gov‘; 'rgsaui@comcast.net': 'plevine@correlogic.com‘; 
'bhitt@correiogic.com'; 'jsmith@correlog)c.com'; ■wwiggins@correlogic.corT,‘' 
’tchen@correiogic.com'; ■tcoleman@correlogic.com': 'brandk@maiLnih.gov'; 
'pturner@corretogiC-Com’; ■jeffreyt@mail.nih.gov'. Rajapakse, Vinodh (NIH) 

Re; Friday's CRaIdA 



Ross 


Subject; 




Norman Clark 


om: 

oent: 

To: 

Subject: 


Sybert, Kathleen (NIH^CI) [s^»rtk@oa.nci.nih.gov] 

Thursday, October 03. 2002 3:59 PM 
'Peter Levine' 

FW: Invitation to participate on a proposed panel for the Biotechnology Industry Organization 
(BIO) 2003 annual meeting 


Importance: High 


> Original Message 

> From: Sybert, Kathleen (NIH/NCI) 

"5 bene : TRu'r'SSay, CfCtbbeS' 03, 2002 3:55 PM 

> To: Liotra, Lance (NIH/NCI); Droke, Beatrice A (FDA); Berkley, Dale 

> (OD) ; 'Perer J. Levine' 

> Subject: Invitation to participate on a proposed panel for the 

> Biotechnology Industry Organization (BIO) 2003 annual meeting 

> Importance: High 

> 

> Dear Lance, Bee, Dale, and Peter, 

> 

> I would like to propose a panel to the BIO 2003 meeting organizers to 

> discuss the NIH/FDA/Correlogic collaboration for the detection of 

> ovarian cancer. The BIO 2003 meeting is being held June 22-25, 2003 

> in Washington D.C. 

> 

> I envision the panel as follows: 


A title something like: 
> Ovarian Cancer. 


"he Case of Small Business & Big Government v. 


Kathy: moderating 

Lance: a description of the science and technology 

Bea: a discussion of the CRADA mechanism 

Dale: a discussion of the licensing of bac)cground and CRADA inventions 

Peter: a discussion of how the collaboration contributed to the 

company’s development and how it meshes with its future business 
strategy 

Would each of you be interested in participating? I think it would be 
a very well attended session! 


> Kathleen Sybert, Ph.D., J.D. 

> Chief, Technology Transfer Branch 

> National Cancer Institute 

> National Institutes of Health 

> Suite 450 

> 6120 Executive Boulevard 

> Bethesda, Maryland 20892-7181 (USPS) 

> Rockville, Maryland 20852-4909 (FedEx, UPS, etc.) 

> Phone: (301)496-0477 

> Facsimile: (301)402-2117 

> e-mail: sybertklmaii.nih.gov 

> web site: http://ttb.nci.nih.gov 

> My Secretary is Chelly Johnson 
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Norman Clark 


rom: Sybert, Kathleen (NIH/NCI) [sybertk@otd.m;i.nlh.gov) 

oent: Thursday, October 03, 2002 4:23 PM 

To: 'Peter J, Levine' 

Subject: RE; Invitation to participate on a proposed panel for the Biotechnology Industry Organization 

(BIO) 2003 annual meeting 


WONDERFUL! I’ll be back in touch when I know more. 

Original Message 

From: Peter J. Levine [mailro:plevine@correiogic.coinl 
Sent: Thursday, October 03, 2002 4:21 PK 
To: Sybert, Kathleen (NIH/NCI) 

"Cc: Lance Liotta; Berkley, Dde (OD) ; Droke, Beatrlce"A-TFbAU 

Subject: Re: Invitation to participate on a proposed panel for the Biotechnology Incustry 
Organization (BIO) 2003 annual meeting 


Dear Kathleen, 

Yes! I think that this is an excellent idea. The Correlogic/NCI/FDA story is remarkable 
on many, many fronts (not the least of which is the Herculean effort on everyone's part to 
get the original CRADA in place, and the ongoing efforts to modify it to reflect what we 
are actually doing and will be doing) . 

I would love to be a participant, and would be pleased to assist in helping refine ideas 
for the panel. 

est regards, 

.-eter 

P.S. We very much enjoyed working with Svetlana Shtrom, and will miss her enthusiastic and 
always helpful manner of dealing with complex issues. 

Peter J. Levine 
President 

Correlogic Systems. Inc. 

6701 Democracy Blvd. Suite 300 
Bethesda, Maryland 20817 
Tel: 301 583-1376 
Fax: 301 983-2966 
E-mail: plevineScorrelogic. com 

Original Message 

From: "Sybert, Kathleen (NIH/NCI)" <sybertk@otd.nci.nih.gov> 

To: "'Peter Levine'" '<plevine@correlogic.com> 

Sent: Thursday, October 03, 2002 3:58 PM 

Subject: FW: Invitation to participate on a proposed panel for the Biotechnology Industry 
Organization (BIO) 2003 annual meeting 


> > Original Message 

> > From: Sybert, Kathleen (NIK/NCI) 

> > Sent: Thursday, October 03, 2002 3:55 PM 

> > To: Liotta, Lance (NIH/NCI); Droke, Beatrice A (FDA); Berkley, Dale 
> (OD) ; 'Peter J. Levine’ 

;• > Subject: Invitation to participate on a proposed panel for the 

> > Biotechnology Industry Organization (BIO) 2003 annual meeting 

> > Importance: High 

> > 

> > Dear Lance, Bea, Dale, and Peter, 
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From: 

Sent: 

To: 

Subject: 


Jim Tananbaum 

Friday, October 4, 2002 2:50 PM 
Carol Dahl; ExecStaff 
RE: Agreement 


tab 29 


I am happy with the result here. Correlogic hopefully will not present too many problems. 


Original Message- 

From: Carol Dahl ( 

Sent: Wednesday, Oaober 02, 2002 1:21 PM 

To: ExecStaff 

Subject: FW: Agreement 


FYI. The ans^^’er to an earlier question that came up regarding Ch4> and 
Lance and their existing afiBliations. I think the only area of ctmcem 
is the Correlogic agreement I err^ihasized to Chip that they need to be 
sure that information about the two companies does not berame 
intertwined in any way or transferred. Let me know if you have any 
other concerns. Their a^eements are in the last stages of ethics 
review at the NCI and the FDA 
Carol 

Originai Message— ~ 

From: Petriojin. Emmanuel [matlto:pctricoin!'g>d}er.fda.gov1 
Sent; Wednesday, Oaober 02. 2002 1 1 :42 AM 
To; 'Carol Dahl' 

Subjea; RE: Agreement 


> 

> Hi Carol- 

> 

> Here is a list of otha relationships that Lance and I have in place 
with 

> other conqsaaucs (we only have outside activities that arc together, 
not 

> independmlly): 

> 

> Inade activity: 

> 

> l.CRADAreiaticmship with Correlo^c Systems, Inc. forbioinformatic 

> analysis of mass speoia 

> 2. Pending CRADA relationsh^s with two conqjanies for protein array 

> technology developed in US government proleomics program 

> 

> Outside activity Topics: 

> 

> 1. Consulting relationship with local biotechnology conqiany on 


Predicant 01056 
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di^sable 

> pointoof-care single analyte immunoassays 

> 2. Pending consulting rclatitmship with local biotechnology on 
activity 

> screening for isolated kinase targets and their inhibitors 

> 

> Chip 


Predicant 01057 
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R£; catching up 


Page i of 2 


Slobodin, Alan 


rom: Larry Parnell [parnell@cshl.org] 

Sent: Tuesday, November 19. 2002 4:54 PM 

To: Jeff Livingstone 

Subject: RE: catching up 


TAB 30 


Jeff, 

Thanks for the info. I'll have to look into all that. With regards to 
lunch - !’ll get back to you in a day or two so that we can set a dale. 


On Tue, 19 Nov 2002, Jeff Livingstone wrote: 

> 1 was wondering what had happened to you! 

> 

> I assume this is the position: 

> 

> http://21 6.239.37. 100/search?q=cache:JL9nqBiXj-cC:www.gmds.de/ste)lenboe 

> rse/innsbruck_0209.pdf+biocrates&hl=en&lr=Iar»g_en&ie=UTF-8 

> 

> That's good you have a lead. 1 am assuming you are eager to move to 

> Europe, With the slash and burning going on in US bioinformaiics 

nentiy, it's probably an excellent move. 

> Check out a simitar company called Correlogic which couples LCM and M/S 

> as welt as Ciphergen, which you know of already. 1 would also think of 

> Sequenom in terms of competition. 

> 

> Note the Chip Petricoin and Lance Liotta are now on our Scientific 

> Advisory Board. If you need any feedback on Biocrates, I would be happy 

> to ask them if they know anything. 

> 

> See: http.7/ccr.cancer.gov/tech_initiatives/clinica!_proteomics.asp 

> 

> In another small world story, we recently added Cliff Hendrick, the COO 

> of GZMO to our Board of Directors, along with Jack Douglas, the SVP and 

> General Counsel of MLNM. Coincidentally, it was Cliff who orchestrated 

> the purchase and closure of PharmaGenics by Genzyme. His reflection of 

> the former PharmaGenics CEO, Mike "Sherm the Worm" Sherman is quite 

> coincident with that of Bruce's, it was funny to hear. 

> 

> Mon-Tues-Wed of next week are good for me. !'d be happy to meet you for 

> lunch here. We can go to Isabella's a couple of miles away from here. 

> in downtown Dedham. 

> 

>Xarry - Do you know that Signet is what Cambridge Research Labs became 
1989 when approximately Ml of CRL was moved to Ortho in NJ? The 

> rest was taken private by Ron Casciato (my boss) the former General 

> Manager of CRL, 1 asked Ron if he remembered Charles "Chuck" 


6/20/2004 
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RE: catching up 


Page 2 of 2 


> Rittershaus. He does, but he doesn't know where he went to after CRL 

> formaliy "closed" in 1989, 

ee our new corporate web site at www.signetlabs.com. I actually 

> created most of the content for the site. 

> 

>Jeff 

> 

> — Original Message 

> From: Larry Pamel! [mailto:pameli@cshl.org] 

> Sent: Tuesday, November 19, 2002 3:55 PM 

> To: Jeff Livingstone 

> Subject; catching up 

> 

> Jeff, 

> 

> Sorry that I have been incommunicado the past few weeks, but I have been 

> traveling a bunch and also quite occupied with my job search. For a 

> while, 

> I had lost your email address and when I did write to jjtechnologies, it 

> bounced, f just got back from 2 1/2 weeks in Bavaria and Austria where I 

> interviewed for a director of Bioinformatics at an Austrian start up. 

> The 

> company is called Biocrates {www.biocrates.ai) and is set to do 

> mass-spec 

> analysis to discover metabolomic info on diseases, candidate drugs and 

'W 

..idications of available therapeutics. On Wed, the founders will meet to 

> discuss my candidacy.,, 

> 

> Anyhow, it would be great if we could get together some time soon. This 

> week is getting a bit tight as 1 have three phone interviews on the next 

> three successive days, How about next week? I can easily drive out to 

> Dedham to meet you if you'd like, if you can. 

> 

> And in the curiosity dept, - Is a Charles Rittershaus working for you? 

>He 

> and I worked together at Cambridge Research Labs, an off-shoot of Ortho 

> Diagnostics, itself a subsidiary of J&J back in '84 & '85 

> 

> Hope all is well! 

> Larry 


6/20/2004 
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R£: Inquiry 


Page 1 of 3 


Slobodin, Alan 


From: 

Sent: 

To: 

Subject: 


Liotta, Lance (NIH/NCl) (liottai@mail.nih.gov] 
Friday, November 15, 2002 5:11 PM 
’Jeff Livingstone' 

RE: inquiry 


TAB 31 


Sorry I have to follow government rules of course and an ouuide 
company can not use my official government affiliation. ] can not obtain 
approval until the ethics office reviews and approves the company, its 
financial sources, the mission of the company and my role in the company, 
and specified in my contract with the company. My company role must be 
completely different from what I do in my official duties. I’m sorry this 
paperwork will cause a delay. It may be best for you to remove my name from 
consideration, in light of your concerns listed below. 

Lance 


> From: Jeff Livingstone 

> Sent: Friday, November 15, 2002 3:37 PM 

> To: Liotta, Lance (NIH/NCI) 

> Cc: Petricoin, Emanuel F (FDA) 

Subject; RE: Inquiry 

> Dear Lance - 

> 

> I am sorry, but I am a little caught off guard by this. This is the 

> first 1 am hearing that consultancy agreements need to be in place prior 

> to proceeding with Ethics Board approval. 

> 

> As far as 1 am aware, the detailed materials I provided Chip over a 

> month ago were given to the Ethics Board and have been in review since 

> that time. U was my understanding that you were aware of this. 

> 

> I spoke to Chip when he was here in Boston a couple of weeks ago and he 

> told me he had not yet received approval notification yet, that this was 

> still under review by the Board. 

> 

> We are aware we cannot officially release any information regarding your 

> or Chip's involvement until this is cleared, We have been very careful 

> to fulfil! this request and so have been circumspect in this regard. 

> 

> We are also aware that the relationship we are interested is through you 

> and Chip as individuals, not as representatives of the NIH. The NDAs 1 

> previously sent had NIH addresses listed on them. This was an error on 

> my part. As 1 discussed with Chip when he was here, 1 now wish to send 

ou and him modified NDAs with your home addresses on them, which he 
'' indicated was the correct thing to do. 
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RE; Inquiry 
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> It is not clear to me that consultancy agreements need to be put in 

> place prior to execution of an NDA. As far as 1 can gather, we cannot 

pproach you as a consultant until we are provided clearance 1:^ the 
ethics Board. Hence, it makes sense to execute NDAs first so at least 

> we can bring you up to speed as to what we are doing inicmally, prior 

> to your participation as a SAB member • for which compensation would be 

> given. 

> 

> If 1 am confused as to the correct procedures to follow or am forgetting 

> something or most importantly, my understanding of our cuirem standing 

> with the Board is wrong, then please let me know what I need to do as 

> soon as possible so that you and Chip can legitimately and without 

> liability on your part, participate on Signet's SAB, 

> 

> Of course, the above assumes that you and he still have an interest in 

> participating. If this is not the case, then please advise me as soon 

> as you can. 

> 

> Thank you for your interest and thank you for your help in securing the 

> appropriate path through the necessary regulations. 

> 

> I have copied Chip on this email. 

> 

> Yours, 

> 

>Jeff 


— Original Message- — - 

> From; Liotta, Lance (NIH/NCI) {mailto:liottal@mail.nih.gov) 

> Sent; Friday. November 15, 2002 3:12 PM 

> To: 'Jeff Livingstone' 

> Subject: R£: Inquiry 

> 

> Dear Jeff 

> Sorry for any inconvenience, but you can not use my name on your 

> scientific 

> advisory board because 1 am not yet approved by our government ethics 

> office 

> to serve on your board, Moreover you and 1 have no signed consulting 

> agreement in place. 1 need this document to provide to ethics so that 1 

> can 

> even apply for approval. The same applies for Dr. Petricoin. 

> Lance 


> > From; Jeff Livingstone 

> > Sent; Friday, November 1 5, 2002 3:00 PM 

> > To: Lance A Liotta 

> > Subject: Inquiry 

> > 

«Fiie: ima ge OO l ,j pg» 

- Lance - 
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RE: Inquiry 
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> > 

> > 

“'> 1 need to send personal NDA's to all the members of the SAB 
acknowledging 

> > they are representing themselves and not their respective institutions 

> in 

> > this regard. 

> > 

> > 

> > 

> > Can you please provide me with your home address so I can add it to 
>your 

> > document prior to sending? Thank you. 

> > 

> > 

> > 

>>Jeff 
> > 


> > « File: imag e002.ipg » Jeff R. Livingstone, PhD 

> > 

> > Vice President, Business Development 


> > Signet Laboratories, Inc. (800) 223-0796, ext, 2024 

> > 

>> Rusicrafi Road, Ste. 140 (78l)461-2456(fax) 

Dedham. MA 02026 (508) 954-344 1 (mobile) 

> > 

> > www.signetiabs.com 

> > 

> > Proteopathology(tm) 

> > 

> > 
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Re: SAB and Meeting you next week 
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Slobodin, Alan 


TAB 32 


From: Petricoin, Emmanuel {petricoin@cber.fda.gov] 
Sent: Thursday, August 01 , 2002 7:09 AM 

To: jlivingstone@signetlabs.com; lance@he!ix.nih.gov 

Subject: Re: SAB and Meeting you next week 


Hi Jeff 


Both Lance and I are interested in talking with you about this. PerhajK a 
conference call this afternoon would be helpful to us so that we could 
understand better what you envision our roles to be, a bit more about your 
Magellan technology, and how we could get ethics clearance. Note that both 
lance and I work with Correlogics as a crada partner within our us 
government jobs. 

Best, 

Emanuel 

Emanuel Petricoin, Ph.D. 

Co-Director 

FDA'NCl Clinical Proteomics Program 


nl from my BlackBeiry Wireless Handheld (www.BlackBeny.net) 


— Original Message-— 

From: Jeff Livingstone <jlivingstone@signetlabs.com> 
To; lance@heiix.nih.gov <lance@helix.nih.gov> 

CC: Petricoin Emmanuel <petricoin@cber,fda.gov> 
Sent; WedJuiSl I5:l!:55 2002 
Subject: SAB and Meeting you next week 

Dr Liorta- 


You may be aware 1 have been in correspondence with Dr, Petricoin. and have 
invited him to be a member of a new Scientific Advisory Board we are puning 
together. He in turn has suggested that we extend an invitation to you as 
well. 


We are very aware of your excellent work in pathology and proteomics, and of 
Bourse your background is an ideal fit for the new technology we will be 
.nching at the DDT meeting this coming Sunday. My only concern is there 
may be a conflict of interest between companies you are working with at 
present (e.g. Correlogic) and/or companies you may intend to start. 
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Re: SAB and Meeting you next week 


Page 2 of 3 


personally. Out of professional courtesy, 1 did not wish to put ywi in such 
a situation. We meant no slight; I trust you will understand. 


However, if this is not the case, and you are interested, then please let me 
know. We would be honored to have your expertise and perspective available 
for the development of our Magellan platform. 


Please note I have sent a binder to Dr. Petricoin containing an overview of 
our company and the technology, along with his invitation to the SAB. 
Please feel free to review it if you wish. 


i note you be participating in the DDT meeting (see below announcement). I 
intend to be at this meeting on Sunday (our presentation is at 12:16pm) and 
all day Monday. I would be happy to meet with you in person, if you had the 
time. If you are interested in visiting Signet while you are here, please 
let me know. We would like to extend this invitation to Dr. Petricoin as 
well, if he will be here for the meeting. 


Thank you for your consideration 


Jeff 

CONFERENCE UPDATES: New Addition to the NCI Panel - We are happy to 
announce the following addition to the NCI Pane! on Tuesday. August 6 from 
10:30 am - 12:00 pm: Lance A. Liotta, M.D., Ph.D., Chief, Laboratory of 
Pathology, National Cancer Instituie/NCl 


Jeff R. Livingstone, PhD 
Vice President, Business Development 
Signet Laboratories, Inc. (800) 223-0796, ext. 2024 
craft Road. Ste. 140 (781) 461-2456 (fax) 
Dedham, MA 02026 (508) 954-344 1 (mobile) 
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Re; SAB and Meeitng you next week 
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Proteopathology(On) 

ch our preseniaiion on this exciting new technology piatfomi at die Drug 
L/jScovery Technology Symposium - Startup Showcase August 4, 2002 in Boston. 
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RE; SAB Query 


Page 1 of 2 


Slobodm, Alan 


rrom: Jeff Livingstone |jiivingstone@signetiabs.com] 

Sent: Friday, June 28, 2002 4:55 PM 

To: Petricoin, Emmanuel 

Subject: RE; SAB Query TAB 33 

Emanuel - 

Thank you very much for your kind reply. 

We are aware of Dr. Liotta's exceHent work in proteomics and LCM, and his work with Ben Hitt at Corrclogic. 1 agree he would be an 
excellent person to contact in this regard. 

At present, Signet is a privately owned, small business. The core business is profitable; however the capital necessaiy for the 
commercialization of our new technology will require outside financing. Our plans are to use outside investment to double our size and 
research activities. 

We will be starting our "road show" next month to raise approximately $15 MM for the successful commercialization of our technology. We 
expect this will be done through a combination of corporate and venture investments. Some of our corporate partners (i.e. Zymark. Coming 
Life Science, Anvil, Genomics Collaborative) have expressed an interest in contributing. 

In order to preserve capital, we are intending to offer equity compensation to those who serve as members of the SAB. Obviously, once we 
close on our first round of financing, this will convert to a cash or cash + equity basis, depending upon the interest of that particular SAB 
member, 

Jeff 


— Original Message — 

From: Petricoin, Emmanuel [nja.ij-lo:p.5tricoin,@cber.fda,goy) 

Sent: Friday, June 28. 2002 3:49 PM 
To: 'Jeff Livingstone' 

Subject; RE: SAB Query 

Hi Jeff- 

I would be interested in learning more about this, and would like to 
recommend my colleague Dr. Lance Liona at the NCi for consideration for the 
SAB, i can provide you his contact info if you wish. I highly recommend him. 
We would have to receive outside activity OK from ethics. Can you tell me 
what kind of compensation the SAB members would receive for their time? 

Best, 

Emanuel 


"rom: Jeff Livingstone 

.ent: Friday, June 28, 2002 11:59 AM 

> To: petricoin@cber.fda.gov 
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RE: SAB Query Page 2 of 

> Subject: SAB Query 

> 

c< File: Corporate Summary - From She et SDI.pdf » 

Dear Dr. Petricoin; 


> We are currently working on a new tissue-based screening piatfOTin 

> technology, which we intend to commercial for biopharmaceutical target 

> discovery and lead validation, among other applications. Our efforts will 

> be showcased at the Drug Discovery Technology Symposium - Stat-Up 

> Showcase on August 4th, in Boston. 


> As part of this strategy, we are assembling a Scientific Advisory Board to 

> include experts who can provide key, critical insight toward this pursuit. 

> ! am preparing formal invitation letters and wish to know if you would be 

> interested and available. We expect the SAB to meet at most for one day, 

> once a quarter. 


> As an introduction, I am attached a one-page overview of Signet's history 

> and mission. 


Thank you in advance for your help and interest. 


> Jeff R. Livingstone, PhD 

> 

> Vice President, Corporate Development 

> 

> Signet Laboratories, Inc. (800) 223-0796, exi. 2024 

> 

> Rustcraft Road, Sie. 140 (78))461-2456(fax) 

> 

> Dedham, MA 02026 (508) 954-3441 (mobile) 
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From: Carol Dahl <cdahl@predtcant.coro> 

Sent: Monday, March 3 1, 2003 9:09 AM 

To: Petricoin, Emmanuel; iiottal@maiLmh.gov 

Cc: Svetlana Shtrom; John Stubs; Jonathan Heller 

Subject: RE: Follow up and could you be available to meet? 


TAB 34 


Chip and Lance, 

I'm glad the 23rd works for you. We will bocdc a conference room and look forward to s«dng j'ou here at our offices on 
Democracy. 

We would also welcome a report on the glycosylated hemoglobin AlC detection for diab«es. The 23rd would be OK, but in 
advance of the 23rd would allow us to read it before our meeting and perhaps provide for a more interesting disaission. 

The suggestions on consultants for 5 lOK would be very useful. 

Talk to you soon, 

Carol 


Originai Message 

From; Petricoin, Emmanuel (mailtoT)etricom@.cfaer.FDAgov l 
Sent; Monday, March 31, 2003 8:06 AM 
To; Cs'ol Dahl; Petricoin, Emmanuel; 'liotial@jnail.nih.gov' 
Cc: Svetlana Shtrom; John Stults; Jonathan Hella 
Subjea; Re; Follow tqj and could you be available to meet? 

Jh Carol 

The 23rd at 3 pm would be good for us. 


We would be happy to give to you a report of glycosylated hemoglobin AlC 
detection for diabetics. We couJd give you this report on hhe 23rd if you 
wish. We think this would be a very promising route fOT you to take for a 
510K> and very profitable. We will pull togeiha the infonnation on the 
pedicate device and analyte as well. Also, we will provide you this week 
with some names for potoitial consultants that can give you SlOk guidance. 

Chip and Lance 

Sent from my BlackBcny Wireless Handheld 


Original Message—— 

From; Carol Dahl <cdahI@bio^ect.com> 

To; Petricoin, Emanuel F (FDA) <petricom@d)er.FDA.gov>; Liotta, Lance 
(NOLT^CI) <liottal@mail.nih.gov> 

CC: Svetlana Shtrom <sshtrom@biospea.cora>. John Stults 
<jstults@biospea.com>; Jonathan Heller <jhelicr@biospca.com> 
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Scat; Fri Mar 28 10:24:30 2003 

Si&ject: Follow and could you be available to meet? 

Hi Ch^ and Lance, 

Ch^, nice to see you in Santa Clara, Lance, sorry you could not join us. 
Thanks for the discussion. Dming the discussion you mentioned an 
^licaticm for diabetes monitoring dtatseaned potentially of interest Is 
it possible that either one or both of you could flesh that out a bit and 
provide some sense of the ^edflc tests that exist and that might be 
^propriate against whidi to demonstrate equivalency for a 510K plication? 
It would be great if you could find any of the FDA ^roval badcground on 
those tests as weU. We continue to be interested in your suggestions of 
possible ^plications with reasonable markets that might be approjniate for 
a "homebre«" tjpe of introductian or 510K. 


I also want to thank you for the gmdance document at Application Specific 
Reagents. We would like to learn ma-e about the •home*breu " route. If you 
have any suggestions of others we should ^eak with on that subject, or 
consultants who are well qualified in that area that would be extremely 
useful. We are particularly interested in speaking with pecpie who h^e 
been successful in going through introduction process. 


John Stults will be here in the DC area for the NCI meeting on proteomics at 
Westfields on April 22 or 23. 1 am under the impression that one or both of 
you will also be attending. We were wondering if you could be available for 
a meeting at Bio^ect on April 23 around 3 PM with John, Svetlana and me? 


Talk to you soon, 
Caro! 
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From; Petricoin, Emmanuel <petricom@cber.FDA.gov> 

Sent: Friday, March 28, 2003 1 1 :53 AM 

To: Jonathan Heller; Petricoin, Emmanuel; iiottal@maiLmh.gov 

Cc; Svetlana Shtrom; John Stubs; Carol Dahl 

Subject: Re; Follow up and could you be available to meet? 


TAB 35 


Yes, as pointed out on the website. If you wish to get access to the spectra 
you must contact Mr. Kevin Brand at the OTT, who will send to you a 
non-negotiable CX>A. Qntx this is signed, then we will provide you a one time 
use password to fip download the data. Please let me know if you have any 
questions. Kevin's emzdl is; brandk(§TnaiLnih.gov (also should be on the web 
site). 

Best, 


Sent from my BlackBeny Wireless Handheld 


Original Message — 

From; Jonathan Heller <jheller®.biospea.com> 

To; Petricoin, Emanuel F (FDA) <paricom(2'cber.FDA.gov>; Liotia, Lance 
(NIH/NCI) <liotial®jnail.nih.gov> 

CC: Svetlana Shtrom <sshn‘om.'®biospea.com>; John Stults 
<jstultSi^biospeci.com>; Carol Dahl <cdahl;3:bto^ea.com> 

Sent: Fii Mar 28 U;15; 16 2003 

Subjea: RE; Follow' up and could you be available to meet? 

Chip, 

One otha question. At dinner, you mentioned that you thought you would be 
able to get us access to the new, hi^ resolution data that rou were now 
acquiring. I checked out your new wd) site and it has a lot more 
iidbrmation on it - that is great. But ! don't think thae is a link to the 
hi]^ res data still Can we access that data? 

Thanks, 

Jemathan 

Original Message — 

From; Carol Dahl 

Sent: Friday, March 28, 2003 7:25 AM 

To; 'Petricoin. Emanuel F (FDA)'; 'Liotta, Lance (NIH/NCI)' 

Cc: Svetlana Shtrom; John Shilts; Jonathan Heller 
Subject; Follow iqi and could you be available to meet? 


Hi Chip and Lance, 
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Chip, motto see ycu m S^ta data, Lance, scary you could not join us. 
llu^fordiediscusson. £>unngthediscussicsiyoumaiiicatedan 
plication for diabetes monitoring that seemed potemially of interest Is 
it possible that either one or both of you could Oesh &at out a bit and 
pnmde some sense of the ^edfic tests &at exist and that might be 
apprqjriate against ^ch to demonstrate equivalency for a 510K application? 
It would be great if y^u could find my of the FDA ^proval background on 
those tests as wdl. We continue to be interested in your suggestions of 
possible sq^lications with reasonable markets that mi^t be ^rcpriate for 
a "home brew" type of introducdan or 5 1 OK. 


1 also want to thank you for the guidance document m Application Specific 
Reagents. We would like to learn mere abom the "home-brew" route. If you 
have any suggesuons of others we should speak with cm that subject, or 
consultants who are wdl qualified in that area that would be extremdy 
useful. We are paiticalarly interested in speaking with peq>le who have 
been successful in going t^ou^ that introductiem prooss. 


John Stults will be here in the DC area for the NCI meeting on proteomics at 
Westfldds on April 22 or 23. I am under the itt^essioit that one or both of 
you will also be attending. We were wondering if ytni could be available for 
a meeting at Biospect on i^nil 23 around 3 PM with John, Svetlana and me? 


Talk to you soon, 
Carol 
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lO^RECZT 


TAB 36 

October 22, 2002 

Dr. Lance Liotta 
8601 Bradley Blvd 
Bethesda, MD 20817 


Dear Lance, 

On behalf of Biospeot, Inc. I am pleased to extend to you a consulting agreement. As 
you know, we consider your scientific expertise in medical diagnostic technology, clinical 
sample acquisition and stability, regulatory filings and regulatory inspections related to 
clinical pathology laboratories relyitig upon knowledge obtained as a Board Certified 
Pathologist with CAP laboratory certification and expertise as a biomedical engineer to 
be of great vaiue and we believe your input could be of great assistance in our research 
and development activities. Anticipated consulting services will include teleconference 
and electronic communications, on site meetings at Company facilities, and off site 
meetings as requested including during normal business hours, as well as the review 
and preparation of written materials. General consulting services that may be requested 
by the Company from lime to time will relate to the Company's research and 
development. We expect those services to average approximately 4 days per month. 


We are very enthusiastic about theiopportunity to engage your expertise through 
consulting. Please indicate your adceptance of this offer with your signature. Upon 
completion of your signature, keep a copy for yourself and return the signed original to 
me at: 


Biospect, Inc. 

6701 Democr^ Blvd. 
Suite 300 

Bethesda. MD 12081 7 


We look forward to working with yop. 



Carol A. Dahl, Ph.D. 
Vice President 
Strategic Partnerships 


THTO* D an 
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Biospect Inc. - Home 


Page I of 1 


TAB 37 




Biospect Inc. is an emerging life sciences company founded in 2002 that is developmc 
identifying and assaying protein biomarker patterns. The integrated Biospect system 
consists of proprietary separeticwis, detection and informatics technologies utilizing mr 
procedures. Biospect intends to define and detect reliable, reproducible and sensitive patterns 
distinct biological states. This capability will be targeted to improve the diagnosis and clinical 
patient health and enable new approaches to drug development. 


Proteins and peptides, which are encoded for by DNA, are the functional building blocks of I 
almost all of the necessary functions in an organism. The complement of proteins, protein 
peptides present at any specific moment in time defines who and what we are at that momen 
state of health or disease; our biological state. 


Clinical applications of patterns of biological state will impact the way disease is diagnos 
managed, leading to an improvement in health and the quality of life. The Biospect system w 
foundation for the discovery and detection of patterns of proteins, protein fragment: 
that reflect and differentiate various states of health and disease. 


ATTENTION: ive have moved effective 12/22/03- Our new address and contact information is c 
page 


h 


h 
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Biospect Inc. - About Us 
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Biospect Inc 




Biospect, Inc. was formed in 2002 on the belief that the ability to define and monitor biologic 
the analysis of bodily fluids will lead to a revolutton in medicine and biomedical research. Our g 
the world leader in identifying and assaying patterns that reflect and differentiate biological stat< 
invasive procedures. 


Currently, physicians do not possess the tools necessary to accurately predict disease states or 
patients with cancer and other diseases. Current tests for the detection, diagnosis and monitoni 
only minimally informative in terms of detecting the earliest stage of disease, predicting the outc 
to therapy, and identifying the earliest signs of disease recurrence. 

Biospect has assembled a world-class team of scientists and engineers m each of its core techn 
by an experienced management team, Biospect seeks to transform the possibilities of its t 
improved realities for patients. 


Funded by top-tier venture capital firms. Advent Venture Partners, Prospect Venture Partners, Ve 
and Versant Ventures, Biospect raised first round funding of over $27 million. 


h 
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TAB 38 


EXHIBIT A 


SERVICES General consulting services that may be requested by Company from time to time 
relating to Company’s research and development and other business activities, averaging one (!) 
full day per week. Company’s research and development and other business activities are 
defined by the missions of the Company, The Company’s mission is to become the world leader 
in complex mixture analysis of biological fluids/tissues to inform the detection, diagnosis, 
monitoring and treatment of human disease through the application of proprietary separation, 
detection, and informatics technologies. 

Consulting services will relate to general professional knowledge in medical diagnostic 
technology, clinical sample acquisition, preparation, fractionation, separation, storage and 
stability, regulatory filings and regulatory inspections related to clinical pathology laboratories 
[e.g. CAP (College of American Pathologists), CLIA, GMP inspections, and 510(k) or PMA 
filings for new diagnostic tests] relying upon knowledge obtained as a Board Certified 
Pathologist with CAP laboratory certification and expertise as a biomedical engineer. 

Consulting services will also relate to general scientific expertise in diagnostic devices and 
microfluidics as applied to the analysis of protein and biological mixtures and the classification 
of biologic states through complex mixture analysis of biological fluids. Services will exclude 
protein microarrays, tissue raicrodissection, and semm proteomic pattern analysis using genetic 
algorithms and self-organizing maps. Services will include teleconference and electronic 
communications, on site meetings at Company facilities, and off site meetings as requested 
including during normal business hours, as well as the review and preparation of written 
materials. 

If the consultant's name is used in the Company’s public documents, it will be stated "The 
consultant is an employee of the US government and is performing this consultation as an 
approved outside activity." The Company will review the language with the consultant so that 
the description of the consultant conforms to government outside activity guidelines. 

FEES Flat fee of $5,000 per month, payable within 7 days after timely completion of service 
required that month, averaging 2 days per month. Consultant may be asked to provide 
documentation of hours of service. 

EXPENSE REIMBURSEMENT Limited to ( 1 ) required, reasonable telephone expenses and 
long distance coach class (or equivalent) travel (transportation, lodging and meals) authorized in 
writing by company in advance, and (2) payable only 30 days after itemized invoice (and 
delivery of receipts). 

INVOICES All invoices and receipts should be submitted to: 

Dan Miller 
Biospect, Inc. 

Vice President, Finance and Administration 
95 1 Gateway Blvd. 

South San Francisco, CA 94080 
650-952-4350 x 100 (phone); 650-952-091 1 (fax) 


GDSVF&HV168272.3 
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From; Petricoin, Emmanuel <petricoin@cber.FDA.gov> 

Sent: Monday, AprU 21, 2003 8:17 PM 

To: Jonathan Heller 

Subject: Re: CDA with Biospect TAB 39 


Let me diedL Worst case is that I can give the burned cd to carol on 
Wednesday. 

Chip 


Sent from my BlackBeny Wireless Handheld 


— Original Message — 

From: Jonathan Heller <jheIlff@biospea.com> 

To: Petricoin, Emmanuel <pctricom@cbff.FDA,gov> 
Sent; Mon Apr 21 19:03:04 2003 
Subject; RE: CDA with Biot^jea 


Chip, 

I have not received the data yet ^ not sure if it got lost or has not been 
sent yet. Could you let me Imow? 

Thardcs. 

Jonathan 

Original Message — 

From: Jonathat Heller 
Sent: Friday, April 04, 2003 1:49 PM 
To: Tetricoin, Emmanucr 
Subject: RE: CDA with Biospect 


Thanks Chip. Our address is: 

Biospect 

Atm; Jonathan Hcllff 
951 Gateway Blvd. 

South San Francisco, CA 94080 

Phone numba is 650 952 4350 ext 105. 

Jonathan 

Oiginal Message 

From: Petricoin, Emmanud f mai1to:petricom(gid>er.FDA.eovi 

Sent: Friday, April 04, 2003 12:26 PM 

To: Petricoin, Emmanuel (NIH); 'Brand, Kevin (NIH/NCI)’ 
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Cc: JanaduBi Heller 
Subjea: RE: CDAwithBioi^ect 


John- 

Please send me a mailing address so that we can fed ex a disk with the data. 

Ch^ 


>From: Brand, Kevin (NIH/NCI) 

> Sent: Friday, April 4. 2003 12:02 PM 

>To: Petricoin, Emi^ud (FDA/CBER/0) 

> Cc: ’jheiler@biospect.com’ 

> Subjea: CDA with Biospea 

> 

> At your convenience, feel free to share the proteomic data with Dr. 
>HcUcr. 

> Ihe agreement is currently being forwarded to the FDA for final signature. 

> 

> Kevin 
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Burton, Craig (HHS/OS) 

From: Flamberg, Gemma (NIH/OD) 'tau 

nt: Wednesday. June 16. 2004 2:15 PM 1 AB 40 

. o; Burton, Craig (HHS/OS) 

Cc: Smolonsky, Marc (NIH/OD); Torres, Abelardo (HHS/OS) 

Subject: Additional document re: Biospect 


This should have been included in the package I sent yesterday. If it hasn't gone forward yet, can you include it please? 
Thanks! Sorry for not sending it yesterday. \ just received it. 


— Original Message — 

From: Wilson, Maureen (NIH/NQ) 

Sent: Wednesday, June 16, 2004 1:53 PM 
To: Pugach, David (NIH/NQ) 

Subject: FW: Biospect 520 


— Original Message — 

From: Liotta, Lance (NiH/NCI) 

Sent: Wednesday, May 05, 2004 3:31 PM 
To; Wilson. Maureen (NlH/NCt) 
Subject: RE: Biospect 520 

i do confirm this is on hold. 

Lance 


From: Wilson, Maureen (NIH/NCI) 

Sent: Wednesday. May 5, 2004 12:23 PM 

To: Liotta, Lance (NIH/NCI) 

Subject: FW: Biospect 520 


See below 

Original Message — 

From: Jaffe, Holit Seckerman (NIH/OD) 

Sent: Wednesday, May 05, 2004 10:44 AM 

To: Wilson, Maureen (NIH/NCI) 

Subject: RE: Biospect 520 

please also confirm with him that while he has not received any payments since february (in other words, he was last 

paid in february), he has not consulted with Biospect since February - the arrangement has been put on hold until he 
receives approval from dr, kington. i know i'm beating a dead horse, but i want to be very clear on the facts, it's in his 
best interest that we have all the facts and no uncertainty thanks for your help. 

Holli Bcckerman JafTs, J.D, 

Direciof, NIH EibicsOfTice 
National inslitutts of Health 
2 Center Drive 
Bldg 2, Rm BE 21 
Bethesda, MD 20892 
Phone (301) 594.9555 
Fax (301)480-2281 


Original Message — 

From: Wilson, Maureen (NIH/NCI) 
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Sent: Wednesday, May 05, 2004 9:40 AM 

To: Jaffe, Holli Bedcerman (NIH/OD) 

Subject; FW: Biospect 520 


— Original Message — 

From: Liotta, Lanc» (NIH/NCI) 

Sent! Tuesday, May 04, 2004 4:30 PM 

To: Wilson, Maureen (NIH/NQ) 

Subject: RE; Biospect 520 

OK will do, thanks again 


From: Wilson, Maureen (NIH/NCI) 

Sent: Tuesday, May 4, 2004 3:31 PM 

To; Liotta. Lance (NIH/NCI) 

Subject: RE: Biospect 520 

So you have a verbal agreement to perform 2 days of work per month for a total of S3250. You should get a 
letter to that effect for your own protection and theirs in case anyone questions the rate or hours as 
inconsistent with the written contract. 

— Original Message — 

From: Liotta, Lance (NIH/NQ) 

Sent: Tuesday, May 04, 2004 2:42 PM 

To: Wilson, Maureen (NIH/NQ) 

Subject: RE: Biospect 520 

Hi Dr. Wilson 

The original Biospect signed Consulting agreement was unchanged, A new consulting agreement was not 
signed. The original signed agreement remains active. This was stated in my latest NCI ethics renewal 
package. For this latest renewal for NCI Ethics, a new HHS form was signed by Biospect. 

Reduction of the consulting stipend was a request made by Biospect, and I agreed. The Biospect request 
to reduce the stipend came before this last renewal so I added this fact as the only change in the outside 
activity { in my last Biospect renewal paperwork sent to NCI ethics). Let me know if you want me to go 
back to Biospect and get a formal tetter covering only the change in the stipend. 

Lance 


From: Wilson, Maureen (NIH/NCI) 

Sent: Tuesday, May 4. 2004 10:38 AM 

To: Liotta, Lance (NIH/NCt) 

Subject: Biospect 520 

Importance: High 

You advised me that money on the Biospect 520 was decreasing and that is indicated on the 520 itself 

We have the original company consulting agreement that is open ended, but it should have an 
amendment that reduces your time/$ agreement since the one on file indicates 2 days month at a rate 
of $5000 and and the 520 submitted indicates 192 hrs/year or 16/month=2 days @ $3250. Did you 
forward an amended consulting agreement or exhibit A that updates your consulting agreement to 
reflect the new $/time commitment? If so it is not in the current record. We have an executed NIH 
2657, but if you have a copy of the excited current company consulting agreement we should make It 
part of the file. 

Maureen 0. Wilson, Ph.D. 

Assistant Director 
Deputy Ethics Counselor 
NCI, NIH, DHHS 

31 Center Drive, Bldg. 31, Rm. 3A18 
Bethesda, MD 20892-2440 

2 
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2:52 PM Predicant Biosciences, Inc. 

06/ISM Vendor QuickReport 

January 1, 2002 through June IS, 2004 TAB 41 


Type 

Date 

Num 

Account 

CIr 

Amount 

Liotta, Lance 

Bill 

MDPbd 

12^7/2002 

Dec fees 

2010 Trade accoun... 


-5,000.00 

Bill Pmt -Check 

12/27/2002 

5398 

1010 SVB Checiong 

X 

-5.000.00 

Bill 

1/31/2003 

Jan 03 

2010 • Trade accoun... 


-5.000.00 

Bill Pmt -Check 

2/12/2003 

5522 

1010 SVB Checking 

X 

-5.000.00 

Bill 

2/28/2003 

Feb 03 

2010 • Trade accoun... 


-5,000.00 

Bill Pmt -Check 

3/1/2003 

5578 

1010 SVB Checking 

X 

-5,000.00 

Sill 

301/2003 

MaiC3 

2010 - Trade accoun... 


-5.000.00 

Bill Pmt -Check 

4/1/2003 

5683 

1010 SVB Checking 

X 

-S.000.00 

Bill 

4A30/2003 

Apr 03 

2010 Trade accoun... 


-5.000.00 

Bill Pmt -Check 

5/1/2003 

5786 

1010 SVB Checking 

X 

-5.000.00 

Bill 

5/31/2003 

May 03 

2010 Trade accoun... 


-5,000.00 

Bill Pmt -Check 

6/1/2003 

5901 

1010 SVB Checking 

X 

-5,000.00 

Bill 

6«)/2003 

Jun 03 

2010 Trade accoun... 


-5,000.00 

Bill Pmt -Check 

7/1/2003 

6026 

1010 SVB Checking 

X 

-5.000.00 

Bill 

7/31/2003 

Jul 

2010 Trade accoun... 


-5.000.00 

Bill Pmt -Check 

8/1/2003 

6163 

1010 SVB Checking 

X 

-5,000.00 

Bill 

8/31/2003 

Aug 

2010 Trade accoun... 


•5,000.00 

Bill Pmt -Check 

9/1/2003 

6294 

1010 SVB Checking 

X 

-5.000.00 

Bill 

9/30/2003 

Sep 

2010 - Trade accoun... 


-3,125.00 

Bill Pmt -Check 

10/9/2003 

6437 

1010- SVB Checiong 

X 

-3,125 00 

Bill 

' 10/31/2003 

Oct 

2010 Trade accoun... 


-3.125.00 

Bill Pmt -Check 

11/1/2003 

6508 

1010 - SVB Checking 

X 

-3,125.00 

Bill 

11/30/2003 

Nov 

2010 - Trade accoun... 


-3.125.00 

Bill Pmt -Check 

12/1/2003 

6624 

1010 ■ SVB Checking 

X 

-3,125.00 

Bill 

12/31/2003 

Dec 

6753 ^ 

2010 Trade accoun... 


-3.125.00 

Bill Pml -Check 

1/1/2004 

1010 - SVB Checking 

X 

-3,125,00 

Bill 

1/31/2004 

Jan 04 

2010 ' Trade accoun... 


-3.125.00 

Bill Pmt -Check 

2/1/2004 

6903 

1010 - SVB Checking 

X 

-3,125,00 

Bill 

2/29/2004 

Feb ^ 

2010 - Trade accoun... 


-3,125.00 

Bill Pmt -Check 

3/1/2004 

7054/ 

1010 • SVB Checking 

X 

-3.125.00 

Bill 

3/31/2004 

Mar , 

7207i/ 

2010 • Trade accoun... 


-3.125.00 

Bill Pmt -Check 

^1/2004 

1010 • SVB Checking 

X 

-3,125.00 

Bill 

4/30/2004 

Apr 

2010 - Trade accoun... 


-3,125.00 

Bill Pmt -Check 

5/1/2004 

7363/ 

1010 • SVB Checking 

X 

-3,125.00 
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BiOSPECT, iNC. 

951 GATEWAY BLVD., 3B 
SOUTH SAN Ff=tANCISCO. CA 94060 
(650) 952-4350 


PAY TO THE 
ORDER OF 


I>. Lancs Liotta 


TAB 42 


Three Thousand One Hundred Twenty-Five and 00/100* 


Dr. Lance Liotta 
8601 Bradley Blvd. 
Bcthesda, MD 20817 


MEMO 


ti*oo&?5 3!'* »:i2ui,0 3qqi: 
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BIOSPECT, INC. 

S&rGATHWAY BLVD.,.4B— 
<UTH SAN FHANCISCO, CA 94080 
(^0) 952-4350 


6903 


SlUCON VALLEY BANK 
SWtfTA CLARA, CALIFORNIA 95054 

^039-1211 2/1/2004 


PAY TO THE 
ORDER OF 


Dr. Lance Liotta 


tab 43 


Three Thousand One Hundred Twenry-Five and 00/ iOO' 


$ 


••3,125.00 


£ 

DOLLARS : 


Dr. Lance Liona 
8601 Bradley Blvd. 
Bethesda, MD 20817 


MEMO 


■'•00690 3'i» 



. : ^ \ ^ 4598433 

, Processed 
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7054 


^ „ BIOSPECT, INC. 

;7 Of -«ST GATEWAY BLVO., 3B 

SOUTH SAN FRANCISCO, CA 94080 
(650) 952-4350 


SlUCON VALLEY BANK 
SANTA CLARA, CALIFORNIA 95054 

90-4039-1211 3/1/2004 


PAY TO THE 
ORDER OF 


Dr. Lance Liotia 


tab 44 


Three ThtMisand One Hundred Twenty-Five and 00/100’ 


$ *•3.125.00 


6 

dollars ^ 


Dr. Lance Liotta 
8601 Bradley BJvd. 
Bethesda, MD 20817 
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^ , BIOSPECT, INC. 

aS4^ATEWAY BLVD.. 3B 
SOUTH SAN FRANCISCO, CA 94080 
(650) 3S2-4350 

PAY TO THE ^ TAR 

ORDER OF Dr. Lance Liocta ^*0 

Three Thousand One Hundred Twenjy-Five and 00/1 OO"******"***' 

Dr. Lance Liotia 
8601_Bradlcy B!vd. 

Bettesda, MD 20817 


ii*GQ?2D7ii* i; I 2 I lltQ3Rqi: 


7207 

SILICON VALLEY BANK 
S«<TA CLARA, CALIFORNIA 95054 

90-4039-1211 4/1/2004 


^••3.125.00 s 

DOLLARS I 



34.^1657i 

OSl*rocessed 

Leandro-4il4 

- !s€fS3’‘‘- 
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BIOSPECT, INC. 

JW- GATEWAY BLVD„ aS' 
'SdUTH SAN FRANCISCO. CA' 94080 
(850) 9S2-^0 


TAB 46 


ORDER OF Liotta 

Tliree Thoxisand One Hundred Twenty-Five and 00/100** 

Dr. Lance Liotta 
8601_Bradley Bivd. 

Bethcsda, MD 208 1 7 


i:i5uii03qR«: 


SIUCON VALLEY BANK 
SA^f^A CLARA. CAUFORNIA 95054 
90-W39-1211 
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From: Petricoin, Emmanuel <petricom@cber.FDA.gov> 

Sent: Tuesday, April 22 , 2003 8:58 AM 

To: Petricoin, Emmanuel; IiottaI@mai!.nih.gov; Carol Dahl 

Cc: Svetlana Shtrom; John Stubs; Jonathan Heller 

Subject: Glycosylated HGB material 

Attach: 1143, pdf; 1147.pdf; checkiist-fl02.pdf; clia06050I,pdf; fr0202ap.pdf; frciass2.pdf, 

k955087.pdf; parad5I0.pdf; Hlc-diabeties.DOC; CLIA l.DOC 


TAB 48 


Dear Caroi- 

Please hnd attached some information we have on CLIA guidelines, 
FDA/CDRH guidelines, and <pedfic in/ormatian on glycosylated hemoglobin 
^proved testing for a poimtid Biog)ea 5 lOk-based test. 

We wanted to point out that there is a very good diabetes4)roteomics 
meeting this Friday at the Natdier on the NIH : 


> Proteomics in Diabetes i^ril 24-25 
>NIDDKK 

> Reudi A^ersold 

> 



> 


IT would be great if someone from Biospect could attend this conference. We 
will also attend. We could still meet with the team tomorrow at 3. althou^ 
we would like to suggest that we meet next week aha this conference is 
over and have even more information. Let us know. 


Chip and Lance 

«n43.pdf» «1147.pdf» «tiieckUst-n02.pdP» «dia060501.pdf» 
«fir0202^.pdi^> «frdass2.pdf» «k955087.pdf» <^arad5I0.pdf» 
«HiC“diabcties» «CL1A 1» 
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From: Liotta, Lance (NIH/NCI) <iiotial@maii.nih.gov> 

Sent: Friday, March 12, 2004 11 :36 AM 

To: Petricoin, Emanuel F (FDA); John Stults 

Cc: Jonathan Heller; Svetlana Shtrom; Deborah J. Neff 

Subject: RE; Biospect 

Attach: Diabetes for Biospect.doc; Medical Cost ofDiabeties.pdf; CRO for diabetes.pdf; 

Proteomics.diabetes.rfa.pdf 


TAB 49 


Dear John 

Enclosed please find the materials we compiled to answer your questions 
about Diabetes testing. 

Best Regards 

Lance and Chip 

«Diabetes for Biospea.doc» 

«Medical Cost of Diabelies.pdf» «CRO for diabeies.pdf» 
«Prot03inics.diabctes.rfa.pdfi» 


> From; John Stulls 

> Sait; Tuesday, March 9, 2004 2:54 PM 

> To; Petricoin, Emanuel F (FDA), Liotta, Lance (NIH/NCI) 

> Cc; Jonathan Heller, Svetlana Shtrom; Ddwrah J. Neff 

> Subjen; RE: Biospea 

> 

> Good, we will plan on this Friday at 2PM EST. We would like to talk about 

> the diabetes projea that I email^ to you last week. 

> 

> With regards to the reference, in my notes from the 2/20 call with Lance. 

> he indicated that you have toitativdy identihed four of the components 

> in the ovarian cancer panem, and presented those results at a meeting 

> recently. If this is the case, we would like a copy of the presentation. 

> 

> John 

> 

> — Original Message — 

> From: Petricoin, Emanuel rmailtoi?etricoin@cfaer.FDA.govl 

> Sent: Tuesday, March 09, 2004 10:45 AM 

> To; John Stults; ’liottal@inailJuh.gov‘ 

> Cc; Jonathan Hdler, Svetlana Shtrom; Deborah J. Neff 

> Subjwt: Re: Bio^ect 

> 

> 

> Yep, sounds great Also, John- 1 need mwe info about the rtfcraicc you 
>niade 

> con^ming the 4 markersv? This was concerning some papa? 

> 

> Chip 

> Emanuel F, Petricoin, Ph.D. 

> Co-Direaor, NCI-FDA Clinical Proteomics Program 

> Senior Princ^al Investigator, 

> OCGT/CBER/FDA 
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>8800 RodcvillePike 
>Bldg. 29ARDom2DI2 

> Bethesda, MD 20892 

> Fax- (301) 480-5005 

> Office- (301) 827-1797 

> Mail code: HFM535 


> Sent from my Wireless Blackberry 

> 

> Oripmal Message 

> From: John Shjlts <jstuIts@bioq)ecLcom> 

> To: John Stults <jstults@,biospect.com>; Petricoin, Emanuel 

> <petricoin@d)er.FDA,gov>; liottali^mailjiilLgov <liottal@jnailnih.gov> 

> CC . Jonathan Heller <jheller®bio^ea.com>; Svetlana Shtrom 

> <sshtrom@biospect.<X)m>; Deborah J. Neff <dneff@biospect.com> 

> Sent: TueMar09 13:27:05 2004 

> Subjea: RE: Biospea 

> 

> Dear CWp and Lance, 

> I cannot find a reply from you on a time for a conference call this week, 

> Are you available and planning on a call today at 4PM EST? It is actually 

> better for us if it is Fri^y at 2PM EST, if that time is available for 
>you. 

> Let me know. 

> John 

> 

> Original Message 

> From: John Smlts 

> Sent: Friday, March 05, 2004 8:33 AM 

> To: 'Petricoin, Emanuel'; 'liottaliamail.nih.gos-' 

> Cc: Jonathan Heller, Svetlana Shtrom; Deborah J. Neff 

> Subject; RE: Biospea 

> 

> 

> Ok to reschedule. How is Tues. March 9 at 4PM EST, or Fri, March 12 at 2PM 
>EST? 

> John 

> 

> Original Message 

> From: Petricoin, Emanuel lmailto:Detricoin@cfaer.FDA eovl 

> Sent: Thursday, Iclarch 04, 2004 2:49 PM 

> To: John Stults; 'liottal@jnailnih.gov' 

> Cc: Jonathan Heller, Svetlana Shtrom; Deborah J. Neff 

> Subjea: Re: Bio^ea 

> 

> 

> John 

> 

> Lance will have problems getting together tomorrow because he is in the 

> midst of his own clia and cap inspection!!! Can we schedule next week? 

> 

> Chip 

> Emanuel F. Petricoin, Ph.D. 

> Co-Direaor, NCI-FDA Clinical Proteomics Program 

> Senior Ifrindpal Investigator, 

> OCGT/CBER/FDA 

> 8800 Rockville Pike 

> Bldg. 29A Room 2D12 

> Bethesda, MD 20892 
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> Fax- (301) 480-5005 

> Office- (301) 827-1797 

> Mail code: HFM535 

> — - 

> Sent from my Wireless Blackberry 

> 

> Original Message 

> From: John Stults <jstults@biospecLcom> 

> To; Petriooin, Emanuel <petticoin@ci)CT.FDA.gov>; liottalSjnailJuh.gov 

> <liottal@raaiLnih.gov> 

> CC: Jonathan Heller <jheller@biospectcom>; Svetlana Shtrom 

> <sshtrom@biospen.com>; Ddwrah J. Neff <dneff(a)biospeci,oom>; John Stults 

> <jstults@biospea.com> 

> Sent: Wed Mar 03 15:04:46 2004 

> Subject: Biospect 

> 

> Dear Chip and Lance, 

> 

> You have mentioned tjpe n diabetes as a disease area where there is a 
>need 

> for improved diagnostics, and for which there is potentially a large 

> market 

> We would like to learn more, and we would like you to do some research for 

> us. Questions to guide you in this projea: 

> 

> 1. Give us a little background about how type n diabetes is currently 

> deteaed/diagnosed/monitored Is this work done by a primary care 

> physician, 

> diabetologist, others? 

> 2. What is the need and how would a test be used? How is this need 

> currently being met albeit inadequately? Is there more than one urunet 

> need, or could one test be used at more than one point in the 

> detection/diagnosis/monitoring continuum? 

> 3. Who would order the test? primary care physician? diabetologists'’ 

> others? 

> 4, What would be the ffeatment choices that the physician would make based 

> on the test result? 

> 5. What is the tum-around time needed for the test? POC? stat? 1-2 days? 

> 6. Based cm the value added, other tests replaced, etc., what price might 

> be 

> justified from ahealth economic stanc^oint? $20/test7 $100? $500? 

> 7, What is the potential size of the market in terms of numbers of 

> tests/year? 

> 8. What size study would be necessary to validate this test? 

> 9. What are possible sources of samples for discovery and validation? 

> 

> We can discuss this project when we speak on Friday. We are also looking 

> forward to your written summary of the Biontarker conference 

> 

> Best regards, 

> 

> John 

> 

> 
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From: 

Sent; 

To: 

Subject; 

Attach; 


John Stubs <jstuks@predicaiit.com> 
Tuesday, March 23, 2004 2:27 PM 
Jonathan Heller 

FW: Stuff tab 50 

Literature for BiospectA.doc 


Original Message 

From; Liotta. Lance (NIH/NCI) lmaiito:liQttal@mai1nih gov| 
Sent: Tuesday, March 23, 2004 10:56 AM 
To; John Stuits 

Cc: Pctricoin, Emanuel F (FDA) 

Subjea: RE; Stuff 


Hi John 

Attached is a literature survey prepared for Biospect covering the last year 
2003-2004 for all relevant proteomics, serum testing and immunoassay p^ers 
with links for each. Chip and I are also working on a list of disease 
categoric which are in need of accurate and/cr new diagnostic markers. 

Best regards 
Lance 

«Litcraturc for Bio^ectA.doc» 

> From: John Stuits 

> Sent: Monday, March 22, 2004 4;58 PM 

> To: Thcpetricouis^ol.com; Jonathan Heller, Svetlana Shtrom; Deborah J. 

> Neff; Shawn Becker 

> Cc: Pctricoin, Emanuel F (FDA); Liotta, Lance (NTH/NCI) 

> Subject: RE; Stuff 

> 

> Dear Chip, 

> 

> It turns out that tomorrow is not good for a conference call from our end. 

> As far as "next week", do you mean 1-2? If so, Ajml 2 at 2PM EST 

> is good for us. Let me know if that works for your schedule. 

> 

> Your email did not list the AACR sessions that you thought importanL Will 

> you resend? 

> 

> John 

> 

> Original Message 

> From: Thcpetricoms@aol.com lmaiUo:'ntepetricoms@aol.com] 

> Sent: Monday, Mardi 22, 2004 12:51 PM 

> To: John Stuits; Jonathan Hello; Svetlana Shtrom; Deborah J. Neff; 

> Shawn Becker 

> Subjea; Stuff 
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> Dear John 

> 

> Sony I did not get back to you until now. IF tomorrow is bad, let us 

> know. We can do it next wedt, on thursday or Friday if you wish. I would 

> recommend the following sessions at the AACR. 

> Please Snd attached the slide that I think you are referring to, as well 

> as a papa that Lance and I dug igj in investigating things for you. 1 

> think it is quite informative. 

> 

> Chip 

> 
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From: Carol Dahl <cdahl@predicant. com> 

Sent: Friday, January 3 1, 2003 1 :25 PM 

To: Jonathan Heller; John Stults; Dan Miller 

Subject: FW: FDA filing strategy review 

Attach: FDA_filiDgreview.ppt TAB 51 


Mi^t want to bring these to the discussion with Chip and Lance 

Original Message 

From: Lance Liotta l niailto:vze233dggverizon neil 
Sent: Sunday, January 12, 2003 12:41 PM 
To: Carol Dahl 

Subject: FDA filing strategy review 
Dear Carol 

Enclosed is a powa point prcsentatimt that reviews the testing product 
filing strategy. I will be h^py to slop by your Bethesda Office and review 
the stqis and recommmdations in detaiL 
Best regards 
Lance 
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United Slates 

Office of Government Ethics 

1201 New York Aventie, NW., Suite 500 
Washington, DC 20005-3917 


May 27, 2004 

TAB 52 DO-04-011 


MEMORANDUM 

TO: Designated Agency Ethics Officials 

FROM: Marilyn L. Glynn 

Acting Director 

SUBJECT: Awards and Outside Consulting Activities 


Attached is a statement that I delivered on May 18, 2004, 
before the Subcommittee on Oversight a nd I nvestigations of the 
House Committee on Energy and Commerce. The statement contains a 
discussion of the Office of Government Ethics (OGE) awards rule, 

5 C.F.R. § 2635.204(d), as well as a discussion of various rules 
governing outside consulting activities. I am providing you with 
a copy of this statement beca use it sets out guidance on the 
subjects of awards and consulting that may be useful to ethics 
officials generally. 

With respect to awards, the atta ched s tatement provides 
specific guidance on two issues. First, the statement addresses 
what constitutes an impermissible source for an award for 
meritorious public service or achievement . The specific question 
addressed is whether and under what circumstances the head of an 
agency or large agency component may accept an award from a source 
doing any business anywhere in that agency or office. In this 
connection, the statement does not provide a bright line test, but 
rather provides a list of factors for agency officials to consider 
in determining whether it is reasonable to assume that the office 
head may become involved in matters substantially affecting the 
interests of the particular sour ce. Second, the statement 
addresses the subject of "lecture awards" and the distinction 
between a true award and a speaker's fee. As noted in the 
statement, this is an important distinction because the acceptance 
of bona fide awards is subject to different standards than the 
receipt of compensation or earned income for speaking activities. 
The statement sets out several criteria to assist agency officials 
in determining whether the primary purpose of Che payment is to 
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honor the employee for meritorious public service or achievement, 
or to compensate the employee for services as a speaker. 

With respect to outside act ivities, the statement discusses 
the criteria that agencies should use in determining whether a 
proposed consulting arrangement is consistent with ethical 
requirements. In addition to th e requ irements in 5 C.F.R. 

§ 2635.802(a), sections 2635.801(c) and 2635.802(b) require 
agencies to determine whether a proposed outside a ctivity is 
consistent with other provisions in t he S tandards of Ethical 
Conduct for Employees of the Executive Branch (Standards) , 
including the prohibition in 5 C.F.R. § 2635.702 against using 
public office for private gain. The statement sets out certain 
considerations that ethics officials should take into account when 
assessing outside consulting arrangements for potential appearances 
of using public office for private gain. We note that there is no 
specific rule on consulting in the Standar ds, although example 2 
following section 2635.802 provides some guidance on consulting 
activities that involve the use of public office for private gain. 
See also 57 Federal Register 35006, 35040 (August 7, 1992) (many of 
same considerations applicable to teaching, speaking and writing 
apply to consulting activities) . However, OGE is looking at the 
Governmentwide rules on outside activities to determine whether any 
changes are needed. 

Finally, in light of certain reports in the media concerning 
other statements made at the recent House hearing, we want to take 
this opportunity to address the question of an ethics official's 
duty to handle so-called "appearance" questions. Accounts of 
certain statements made at the hearing have suggested that there is 
a distinction between "law" and Government "ethics," orbetween the 
provision of strictly legal advice and the provision of advice 
about appearances . what OGE fears may become lost in this 
discussion is the fundamental fact that Federal ethics regulations 
actually make appearance con siderations part of the "law" and, 
therefore, the responsibility of every Federal employee and agency 
ethics official. See 5 C.F.R. § 2635 . 101 (b) ( 14 ) . 


Attachment 
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June 17, 2004 


The Honorable John D. Dingell 
Ranking Member 

committee on Energy and Commerce 
Washington, DC 20515-6115 

Dear Mr. Dingell: 

Enclosed are responses Co the questions addressed to me in 
your letter dated June 3, 2004. Please let me know if Z can be 
of further assistance. 

Sincerely, 

Y. 

Marilyn L . Glynn 
Acting Director 


Enclosure 

ec ! The Honorable Joe Barton 
Chairman 

Committee on Energy and Commerce 

The Honorable James C. Greenwood 
Chairman 

Subcotranittee on Oversight 
and Investigations 

The Honorable Peter Deutsch 
Ranking Member 
Subcommittee on Oversight 
and Investigations 
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1. After reading Mr. Swindell's testimony, one would be left to 
believe that the Department of Health and Human Services (BHS) 
has no authority or role in determining appropriate ethics 
practices or regulations for the national Institutes of Health 
(KXH) . I was wondering if you agreed with his representation 
about the role that the Office of General Stbies (OGE) plays, 
and if you agreed with his representation about the lack of 
role that he asserts the Office of the General Counsel (OGC) 
plays? 

Under the Ethics in Government Act, the Office of Government 
Ethics "exercises overall direction of executive branch policies 
related to preventing conflicts of interest on the part of officers 
and eTT(ployees of any executive branch agency," and this certainly 
includes responsibility for developing rules of branch-wide 
applicability that would govern employees of HHS. However, 
Executive Order 12674 states that it is the responsibility of each 
agency head to "supplement, as necessary and appropriate, the 
comprehensive executive branch-wide regulations of the Office of 
Government Ethics, with regulations of special applicability to the 
particular functions and activities of that agency," subject to OGE 
approval. Furthermore, OGE regulations require each agency head to 
appoint a Designated Agency Ethics Official (DAEO) to coordinate 
and manage the agency ethics program, which includes periodic 
evaluations of the agency's regulations "to determine their 
adequacy and effectiveness in relation to current agency 
responsibilities." 5 C.F.R, S 2638.203. 

2. Hr. Swindell squarely rests all blame regarding financial 
disclosure matters on the OGE's shoulders, noting that the 
■OGE has historically viewed the [financial disclosure] form 
as serving a conflicts of interest purpose rather than a 
disclosure purpose." He goes on to state that, "OGB did not 
historically believe that amounts of compensation ware 
normally relevant to conflict analyses." Is it accurate to 
state that KHS has no role In making determinations about the 
significance or purpose of forms used in its agency and that 
this is the OGE's sole respenslbillty? 

* The information required from employees as part of an agency’s 
prior approval process for outside activities commonly is addressed 
in the agency's supplemental standards of ethical conduct 
regulation, which is promulgated by the agency with OGE's approval. 
OGE has approved agency supplemental regulations that require 
information about the expected amount of compensation. See 
5 C.F.R. § 6601 . 102 (a) (2) (vl) (National Endowment for the 

Humanities) ; 5 C.F.R. § 6901.103 (f) (1) (vi) (National Aeronautics and 
Space Administration) . 
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3. Mr. Swindell notes that, "the OGE did not believe that the 
authorities in the Ethics in Government Act could support the 
collection of compensation amounts for ooB 5 )leted and closed 
outside activities." Is it the sole responsibility of OGE to 
determine whether or not compensation amounts for consileted 
and closed outside activities should be collected, and la it 
true that HHS had no role in making these sorts of judgments 
and no accovmtability for what decisions ultimately come out 
of OGE? 

When Mr. Swindell first discussed this issue with OGE, it was 
in the context of the prior approval process at HHS/NIH; asking for 
compensation amounts about completed and closed activities could 
not be covered by that process. Subsequently, as noted in 
Mr. Swindell's testimony, his office and OGE concluded that there 
would be legitimate ethics program reasons for collecting 
compensation amounts about completed and closed activities. 
Deciding what information to collect in order to make a 
determination regarding the application of the Standards of Conduct 
would not be the sole responsibility of OGE; rather, as was the 
case here, the agency collecting the information would have a 
significant role in making that decision. 

4. When discussing the issue of bona fide awards and barring 
agencies from receiving awards from entitles that have matters 
pending under that individual's official responBibilitles, 
Mr. Swindell notes that these decisions are, "ultimately a 
matter for OGE deliberation, that OGB has not formally opined 
on it, and that OGE may well choose a different approach than 
that of the Department," and that HHS is, "required to 
implement the OGE interpretation." So does this mean that HHS 
has no role in determining whether or not NIH en^loyees should 
be allowed to accept bona fide awards from certain agencies, 
and that HHS's sole responsibility is to enforce whatever 
decisions OGE reaches? 

The bona fide awards exception, found in 5 C.F.R. 
§ 2635.204(d), is an OGE rule, and OGE expects agency ethics 
officials to follow the rule and any OGE interpretations of it. As 
with moat rules, situations may arise in which an agency has 
questions as to the scope and applicability of the awards rule, and 
there will not always be an OGE opinion on point. In such cases, 
agencies have to decide how to interpret and apply the rule. 
Agencies certainly are welcome to consult with OGE on such 
occasions, either formally or informally, and OGE provides a desk 
officer for each agency to facilitate this consultative process. 
However, given the size of the executive branch and the number of 
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questions that agency ethics officials must handle, we recognize 
that agencies will not consult with OGE about every question that 
arises under the ethics rules and will exercise their own judgment 
in many cases , 

5. Mould OGE support a request from HHS to ban NIH eo^loyees from 
receiving outside activity inceaae from drug and biotech, firms? 

OGE shares the concerns that have been raised concerning 
outside consulting activities of NIH employees. OGE believes that 
HHS would be justified in proposing new supplemental regulations 
addressing such concerns. OGE certainly could support restrictions 
on the receipt of outside compensation from drug and biotech firms, 
although we believe the agency would have to work out various 
details. Important questions for HHS would include, among others: 
What levels and types of etrployee positions would be subject to the 
restrictions? How would the rule define the prohibited sources, 
for example, how would the rule treat medical device manufacturers, 
or universities who have licensing agreements with industry? Should 
there be any exceptions for outside work to commercialize patents 
obtained by employees under the Federal Technology Transfer Act of 
1986 and Executive Order 10096 (see Office of Legal Counsel, DOJ, 
"Application of 18 U.S.C. § 209 to Employee-Inventors Who Receive 
Outside Royalty Payments," September 7, 2000, 

httpi/Zwww.usdoj .gov/olc/209revised3 .htm) ? How should the 

restrictions handle self-etployed business activities with respect 
to biomedical products (compare with FDA restriction, 5 C.F.R. 

§ 5501.106 (c) (3))? 

6. In your testimony you stated that, "Some outside consulting 
relationships may involve a subject matter that is so closely 
related to an employee's official work that the overlap would 
give rise to an appearance that the employee took advantage of 
his official position to obtain the outside oonsulting 
opportunity or that the eiqployee is providing insights 
obtained on the job only to those willing to pay." 

The attached Slide 10 demonstrates how Kenneth Xorach, Chief 
at the Laboratory of Reproductive and Developmental 
Toxicology, at NXH's National Institute of Environmental 
Health Sciences, received 578,180 to consult on biochemical 
and pharmacological actions of estrogens for Schering AG, 
another biotechnology firm. Doesn't consulting on the actions 
of estrogens seem to involve a subject matter very closely- 
linked to his official duties at the Laboratory of 
Reproductive and Developmental Toxicology? 
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06E is not in , a position to comment on the specific 
circumstances pertaining to a particular individual. Moreover, OGE 
does not have sufficient' familiarity with either the scientific 
issues involved in the outside activity or the duties of the 
employee position described in the inquiry to draw any conclusions 
with respect to the scenario. Nevertheless, we can discuss the 
general approach OGE tahes with respect to such issues. 

The reference to subject matter "overlap" in my written 
statement is illustrated by exan^ile 2 following 5 C.P.R. 
§ 2635.802. This example concludes that an employee of the 
Occupational Safety and Health Administration (OSHA) would be 
prohibited from taking a paid consulting position with a firm to 
advise it with respect to con^pliance with OSHA safety standards on 
which he worked in the past and is expected to work egain sometime 
in the future. In this example, the activity creates the 
appearance of using public office for private gain because the 
subject matter of the consultancy is the very agency standards in 
which the particular employee had been involved and is expected to 
be involved again in his official job. 

We also have advised that agencies can find guidance in 
5 C.F.R. S 2635 . 807--OQE' B rule on teaching, speaking and writing-- 
with respect to the kind of subject matter overlap that is likely 
to raise questions about the appearance of using public office for 
private gain in the context of outside consulting activities. See 
57 Federal Register 35006, 35040 (August 7, 1992) . Among other 
things, this rule states that an activity relates to an employee's 
official duties if it deals in significant part with matters to 
which an enployee has been assigned during the previous one-year 
period or any current policy, program or operation of the 
employee's agency. This rule contains a textual note emphasizing 
that employees (other than certain high level political appointees) 
still may receive compensation for activities dealing with a 
subject within the enployee's discipline or inherent area of 
expertise based on his educational background or experience even 
though the activity deals "generally" with a subject matter within 
the agency's area of responsibility. Of particular interest, given 
the focus of the Subcommittee, is exaiiple 2 following 5 C.F.R. 

§ 2635.807(a)(2), which specifically deals with a situation 
involving an NIH scientist: the example states that the scientist 
could not be conpensated for writing a book that focuses 
specifically on her own NIH cancer research, but that she could 
receive compensation for a textbook on cancer treatment, provided 
that the focus is not . on recent NIH research and there are only 
brief references to publicly available NIH research among 
references to other recent cancer research. Additionally, in light 
of some of the iasuea that have been of concern to the 
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Subcommictee, we note that section 2635 . 807 restricts eompenBation 
for teaching, speaking or writing in other situations including 
when the payment is offered by a person with interests that could 
be substantially affected by the employee's duties or when the 
activity draws substantially on ideas or data that are nonpublic 
information. 

7. In your testimony, you cite an important HIH standard which 
states that, "employees may not use their public office for 
their own private gain." 

Does it surprise you to learn that in attempting to recruit 
potential scienttsta for KTH, some NIH officials and es^loyeea 
have sought to woo new erployees by advertising outside 
consulting possibilities as a way for KXH employees to 
supplement their government salaries? Would you consider this 
a case of employees using their public office, and public 
titles, for their own private gain? 

Although the inquiry refers to the prohibition on uae of 
public office for private gain as an “NIH standard," it is 
important to remember that the principle is one of executive 
branch-wide applicability, pursuant to Executive Order 12674 and 
5 C.F.R. § 2635. 702. The inquiry refers to certain "advertising* 
activities conducted by NIH to recruit prospective employees. The 
Standards of Conduct are rules governing the conduct of individual 
employees, not rules intended to apply to official agency 
activities, including official agency decisions concerning 
recruitment methods. Having said this, we would have concerns if 
the advertisements suggested to prospective erployees that they 
could uae their official titles in a way that suggests agency 
endorsement of their outside activities or if the advertisements 
otherwise indicated that employees could engage in outside 
activities that would be impermissible under the standards 
discussed in my response to question #6 above. If such were the 
ease, we would advise that the agency should correct any 
advertisements that reasonably could mislead prospective employees 
to believe that activities in violation of the ethics rules would 
he permissible. 
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a. Have any of OGE's audit activities, eoaplefco or non-oosjplete, 
suggested that HHS has any kind of standard for reviewing the 
indirect effects of consulting relationships on NIK en^loyees 
and their personal interests? For example, what about the 
potential that NTH employees, engaging in such consulting 
relationships, might be cd>le to unfairly benefit coapanies who 
pay them, or damage the interests of competitors who don't? 

We are not aware of any specific standards used by NIH 
particularly for the purpose of reviewing "indirect effects" of 
outside consulting activities, such as the impact on "competitors." 
This does not mean that NIH does not have such standards or that 
NIH does not use more general standards for assessing the potential 
for such effects, but only that OGE's program reviews have not 
focused on the specific issue of indirect effects on conpetitors. 
We do note that, in our most recent program review at NIH, we 
obtained a copy of a document titled, “Supplement to Form HHS- 520," 
which apparently is to be completed both by the employee and the 
employee's prospective outside employer. Among other things, the 
form provides that the employee will not disclose nonpublic NIH 
information to the outside employer and that any NIH information 
disclosed will be provided on a "non-exclusive baeis." 

Given the subcoiranittee' s Interest in this subject, we 
understand that some guidance on the subject of financial interests 
in "competing products" has been developed by the Food and Drug 
Administration for purposes of administering its ethics program for 
special Government employees. FDA, Waiver Criteria Document 
S 1.8. , 

http! //WWW. f da. aov/Qc/advisorv/conflAct of interest /waiver .html 

9. Is there a model anywhere in the Federal Government for 
effective oversight of an employee’s behavior in his or her 
private consulting work, after the outside activity has been 
approved? Would it be an appropriate use of government 
resources to require regular reports from tbs employee and his 
private sector employer as to the specific servlces/advice 
provided? 

Some agency supplemental regulations specifically require 
employees to provide additional information or submit a new request 
for approval if there has been a significant change in either the 
employee's official duties or the outside activity. E.g. . 5 C.F.R. 
§ 4501 . 103 (b) (3) (Office of Personnel Management). In addition, 
some agencies have imposed a time limit on approvals for outside 
activities. See 5 C.F.R. S 6401 . 103 <d) (Environmental Protection 
Agency-five years); 5 C.F.R. § 6901.103(g) (4) (NASA-three years) . 
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OGE certainly believes that Government resources could be used to 
collect periodic reports from Federal employees concerning ongoing 
outside activities that are subject to agency approval 
requirements. Agencies, of course, have to make their own resource 
allocation determinations in administering their ethics programs, 
even as they do with any other agency program, and presumably an 
agency would weigh the benefits of such a requirement against the 
coats of administering the requirement . With respect to the 
question of whether agency resources could be used to require 
periodic reports from outside eirployers is a separate question that 
implicates authorities outside of OGE's jurisdiction, such as the 
Paperwork Reduction Act . 

10. In your teatlmony you stated that the OQS standards pezmit 
agencies to promulgate blanket prohibitions on certain outside 
activities and that KRS has, in fact, promulgated certain 
supplemental problbltiona on outside activities. 

Would the OGS have any objection if hih were to ban the 
acceptance of outside activities involving pharmaceutical or 
biotechnology firms? 

See my response to question #5 above. We note also that this 
inquiry, unlike question #5, is not specifically limited to 
compensated outside activities. Although some uncompensated 
outside activities may pose the potential for appearances of using 
public office for private gain, the element of compensation often 
enhances the risk. Thus, for example, OGE's rule on outside 
teaching, speaking and writing does not prohibit uncompensated 
activities, even if the subject matter is related to the employee's 
official duties. S C.F.R. S 2S35. 807(a). On the other hand, the 
HHS supplemental regulation governing FDA Bmployees does cover 
uncompensated employment with significantly regulated 
organizations, 5 C.F.R. § 5501 . 106 (c) (3 > (ii) . HHS would have to 
assess whether the same considerations would apply to HIH, which 
is primarily a research agency, as apply to FDA, which is a 
regulatory agency. 

11. You note that a 1995 OGE review of the NIH ethics program 
discovered that NIH had a series of restrictions on outside 
consulting that were not promulgated in accordance with the 
procedures prescribed in the Executive Order and that the OGE 
directed that NIH either remove these restriotions or propose 
them for inclusion in the KHS supplemental regulation. You 
then said that, "At that time, NIH chose to remove the 
restrictions and did not propose any additional outside 
activity restrictions in the HHS supplemental regulation." 
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MhaC were the apeeial oire^^n8talloeB that led to the OQE order, 
asd who at HHS made the deciaion not to aubmit reatrictioas on 
outside aotivitiesT 

OGE's 1995 program review of NIK determined that NIH had a 
Policy Manual containing several sxibstantive restrictions on the 
outside activities of certain employees. These restrictions were 
in addition to the \miform Standards of Conduct that OQE was 
directed to promulgate under Executive Order 12e'/4. Pursuant to 
that Executive Order, as well as 5 C.F.R. S 2635.105, any agency 
ethical standards in addition to the uniform OGE standards are 
required to be promulgated, with OGE approval, as supplemental 
regulations, in keeping with the purpose of the Executive Order to 
promote consistency and uniformity in the application of ethical 
standards. OGE's 1995 report to HHS concluded that the NIH Manual 
should be revised to comply with the executive branch-wide OGE 
rules and that " [a] ny provisions that are broader than the 
executive branch standards may be included in HHS' proposed 
supplemental regulations for concurrence by OGE, if NIH wishes to 
maintain the restrictions." OGE has no independent knowledge of 
which official or officials at HHS made the decision not to submit 
the NIH restrictions on outside activities as proposed supplemental 
regulation provisions, and we would have to direct you to HHS for 
that information, 

12 . It is our understanding that virtually all public disclosure 
requirements were resioved in 1995 (94% of NIH employees became 
exempt) , and that the agency even stopped collecting 
information on the consulting agreements for their internal 
private records. To what extent were those decisions mandated 
by OGE 7 

We have no knowledge of circumstances in 1995 surrounding any 
removal of public financial disclosure requirements or any decision 
not to collect information about outside consulting activities. 
Certainly, nothing in OGE's 1995 program review at NIH pertained to 
the removal of public financial disclosure requirements. In 1998, 
however, OGE did issue an advisory letter to HHS concerning the 
public financial disclosure obligations of members of the Senior 
Biomedical Research Service (SBRS) . In that letter, we concluded 
that their "rate of basic pay," as that phrase is used in the 
Ethics in Government Act, fell below the threshold for public 
filing status . We noted at that time that HHS could seek "equal 
classification" determinations for specific positions, pursuant to 
OGE's statutory authority under section 101(f) (3) of the Act, which 
would require the incumbents to file public financial disclosure 
statements. With respect to certain NIH positions, HHS submitted 
one such request in January of this year, which was granted in 
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February, and OGE currently is working with HHS on another request 
that was submitted in May. To the extent that the question deals 
with the collection of information about outside consulting 
activities as part of the NIH prior approval process, nothing in 
the 1995 program review report addresses the removal of information 
required under the agency's prior approval procedures. Likewise, 
nothing in OGE's 1998 SBRS opinion pertains to the collection of 
information as part of the agency' s prior approval process for 
outside activities. 

13. It appears that KIH, ia conjunction with KBS, has consistently 
ignored and even fostered real or apparent conflicts of 
interest relating to NIH employees. Would similar conflicts of 
interest he condoned or Ignored in other governmental 
agencies? 

For Instance, does the Department of Energy allow its 
employees to negotiate outelde consulting arrangements with 
oil and gas cozqpanlea auch as Halliburton or Exxon? 

Does the Labor Department allow its statisticians to work for 
the Chamber of Commerce? How about for the AFL-CIO? 

Does the Department of Education encourage its technical 
employees to consult with, or accept awards and stocks from, 
school districts cx the National Education Association? 

OGE cannot speak for ethics officials at the three agencies 
named in the inquiry. However, our general observation, based on 
discussions with ethics officials across the executive branch, is 
that NIH's consulting issues are relatively unique, at least in 
magnitude if not also in kind. For one thing, we are not sure that 
employees at most other agencies have the same outside consulting 
opportunities as NIH scientists : not only are NIH scientists at the 
forefront of biomedical research, but there is great demand for 
this kind of expertise in the various research- intensive biomedical 
industries. Furthermore, as we found in our 1991 review of the NIH 
ethics program, the culture at NIH in general has always owed much 
to the academic model, and NIH scientists often assume that 
standards applicable to the activities of their colleagues in 
academia are applicable to themselves. See OGE, Review of the 
Ethics Program of the National Institutes of Health, November 1991, 
at 5. Nona of this, of course, excuses inattention to the ethical 
standards applicable to Government employees. To the contrary, the 
persistence of ethical concerns pertaining to outside activities at 
NIH suggests that, in addition to the Government -wide rules on 
outside activities, specific supplemental restrictions tailored to 
the unique circumstances of NIH may be needed. 
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14. If HHS came to you and aaked for supplemental standards for 
ethics governing NIH cs^loyeas, similar to those governing 
yood and Drug Administration (FDA) employees in S C.P.R. 5501, 
would your office have any objection to such a request? 

See itiy responses to questions #5 and #10 above. Additionally, 
it should be noted that the FDA restrictions govern employment with 
"significantly-regulated organizations," a term that is defined by 
reference to the regulatory functions of FDA itself. See 5 C.F.R. 
S 5501.101(c)(2). This focus may not be a perfect fit for NIH. 
For exatijile, FDA regulates entities, such as manufacturers of food 
and cosmetic products, that would not seem to pose the same 
potential for conflict for NIH enployees. On the other hand, the 
FDA restriction does not address the potential for conflicts with 
universities that recsive significant NIH funding. Furthermore, 
the FDA restriction on engaging in self -erqjloyed business activity 
with respect to FDA-regulated products could be an impediment to 
the coramaroialization of intellectual property as to which NIH 
employees have been permitted to obtain patent rights, pursuant to 
the Federal Technology Transfer Act of 1986 and Executive Order 
10096. ■ See my response to question #5 above, in particular the 
Memorandum of the Office of Legal Counsel concerning "Enployee- 
Inventors," which discusses the intent of Congress to promote 
commercialization of employee inventions. 

15. AS you are aware, 5 C.F.R. 5501 contains supplemental 
restrictions on FDA enq>loyeas. Could you explain the 
additional restrictions on outside activities and financial 
interest applicable to FDA eaqployees ' dealings with firms 
regulated or likely to be regulated by that agency (e.g., 
start up biopharmaceutical firms) ? 

The interpretation and application of the HHS supplemental 
regulation is primarily the function of HHS, so questions 
concerning the scope of the regulation are beet directed to HHS in 
the first Instance. This is especially the case with respect to 
the FDA provisions in the regulation, because those provisions were 
largely modeled on FDA regulations that had been the subject of 
agency administration and interpretation since 1972. Generally, 
however, the regulation, with certain exceptions, restricts PDA 
employees from having financial interests in, or engaging in 
employment (including self-employment) with, organizations that are 
significantly regulated by FDA. OGE has no specific experience in 
applying the regulation to "start-up biopharmaceutical firms," but 
we note Chat the preamble to the rule states: 


10 



817 


OFFICE CF GOVT ETHICS Fax:202-208-8039 


Jun 17 2004 15:47 P.12 


Firet, S 5501.104, like the prior. FDA rule, diatinguishee 
between intereate in organizations that are significantly 
regulated by FDA, and interests in organizations that are 
only incidentally regulated by PDA. Only interests in 
"significantly regulated organizations" are restricted. 
"Significantly regulated organization" is defined, at 
S 5501.101(c)(2), to include any organization that 
derives ten percent or more of its annual gross sales 
from the sale of FDA-regulated products. The new rule 
adds a necessary modification to FDA's prior definition: 
companies that have no record of sales , but which are 
operating solely within a field regulated by FDA, also 
will be deemed to be "significantly regulated." This 
modification is necessary to cover compatnies that are 
subject to significant regulation by FDA but which do not 
yet have any products on the market . The rule would 
cover, for example, start-up biotechnology companies that 
may exist for several years before obtaining FDA approval 
to market any product . 


61 Federal Register 39756, 39758 (July 30, 1996) . 


16. If an FDA ethics official approved an activity, such, as a paid 
speech that included travel expenses, to address a drug or 
biotech or medical device firm's ■scientific conference* as an 
"outside activity," would that official be approving a 
violative activity? 


Would any consulting arrangement between a regulated firm and 
an FDA employee for professional services be violative on its 
face? 


What is the legal liability, including criminal liability, for 
FDA eng)loyBes who violate these restrictions? 


what is the legal liability, including criminal liability, of 
firms that pay the funds? 


What sanctions might apply to ethics officials that approve 
such activities, when it is clear that such payments frean that 
entity are violative? 
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Queatione concerning a specific interpretation of the FDA 
provisions in the HHS supplemental regulation are best addressed to 
HHS. Furthermore, inasmuch as Che question pertains to what an 
"FDA ethics official" might do, we cannot speak to any internal 
standards, guidelines or interpretations on which such officials 
might rely. 


As to the specific question about a paid speech to address a 
regulated con^any's scientific conference, we would point out that 
other ethics rules, besides the HHS supplemental regulations, also 
would have to be considered. For example, OQB's rule on speaking, 
teaching and writing prohibits the receipt of compensation for 
activities related to an employee's official duties, which includes 
activities that deal in significant part with ongoing or announced 
agency programs, policies or operations, as well as activities for 
which the ettployee would be compensated by an organization having 
interests that may be substantially affected by the employee's 
duties. 5 C.F.R. § 2635.807(a). 


Based on our reading of Che FDA provision In the supplemental 
regulation, we do not think Chat it could be said absolutely that 
"any consulting arrangement between a regulated firm and an FDA 
enployee for professional services" would be "violative on its 
face." For one thing, not all FDA employees are subject to the 
restrictions of 5 C.F.R. § 5501.106(c)(3), but only Chose who are 
"required to file a public or confidential financial disclosure 
report pursuant to 5 C.F.R. part 2634." Furthermore, not all 
regulated firms are covered by Che restriction, but only those that 
meet the definition of "significantly-regulated organization" in 
section 5501. 101(c) (2) . We also note that the rule itself has 
certain exceptions. See 5 C.F.R. S 5501.106(c) (3) (A) & (B) . 


With regard to the question about the legal liability of FDA 
employees for violations of the supplemental regulation, it is 
important to remember that these Standards of Conduct are agency 
rules, not criminal prohibitions. The latter can be imposed only 
by Congress through legislation. Nevertheless, employees who 
violate either the OGE ethics rules or any agency supplemental 
regulations may be subject to "appropriate corrective or 
disciplinary action." 5 C.F.R, § 2635.106. See , e.g. ■ Suarez v. 
HUD . 2004 MSPB LEXIS 743 (May 26, 2004) (affirming agency removal of 
employee for violation of ethics rules, including OGE' a rule on 
"appearances" of conflict) . Of course, it is possible for the 
same conduct to violate both the administrative rules of ethical 
conduct as well as a criminal statute. For example, an FDA 
employee who engages in prohibited outside employment with a 
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aigaificantly regulated organization might also violate the 
criminal conflict of interest provisions of 18 U.S.C. SS 203 and 
205 if the outside employment involved representing the 
organization before a Federal agency. In such cases, the employee 
could be subject to criminal prosecution, apart from any 
administrative action for violation of the supplemental 
regulations. 


With respect to the liability of firms who pay funds to FDA 
employees in violation of the ethics regulations, there is no 
provision In the OGE Standards of conduct for penalties against 
private persona . OGE is not aware of whether agencies such as the 
FDA may have other authorities to take action against private 
persons, such as debarment or other corrective action. There are 
certain criminal statutes, including two of the conflict of 
interest statutes, as well as the federal bribery and illegal 
gratuity statute, that carry criminal penalties for private persons 
who make certain payments to Federal employees. See 18 U.S.C. 
S 201; IS U.S.C. § 203; 18 U.S.C. S 209. We are also aware that 
the Department of Justice, in appropriate circumBtances, has 
proceeded against private parties for conspiracy and/or aiding and 
abetting with respect to the criminal conflict of interest 
statutes. S££, g_..g^, United...5tate.e v.. Bordelon. . 871 P.2d 491, 493 
(5th Cir. 1989) (individual convicted of conspiracy and aiding and 
abetting employee's substantive violations of 18 U.S.C. S 208 and 
§ 209) , 


As for agency ethics officials who may give incorrect advice 
or otherwise make incorrect determinations under the ethics rules, 
we would observe that the performance of any member of the civil 
service is subject to evaluation by supervisors. In this 
connection, we note that we intend to include a paragraph in our 
upcoming program review report to KIH to the effect chat the 
position descriptions of deputy ethics counselors at that agency 
should be revised to contain a description of their ethics duties 
and that they should be rated annually on the ethics portion of 
their work. where OSE encounters problems with agency ethics 
officials giving Incorrect advice, we usually start by providing 
correct advice. Often, we also recommend that they attend one or 
more of the numerous training courses offered by OQE every year in 
various geographical locations. On the rare occasion when OGE has 
encountered an ethics official whose program has essentially broken 
down, OGE has contacted the individual's supervisors, sometimes 
including the agency head. Generally, it is important for OGE to 
be supportive of ethics officials as they struggle to complete 
their work within the limits of their available resources, but OQE 
can and does recommend that agencies take corrective action where 
management of the agency ethics program is daf icient . 
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